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HEALTH CARE ISSUES INVOLVING THE CEN- 
TER FOR CONSUMER INFORMATION AND 
INSURANCE OVERSIGHT 


WEDNESDAY, FEBRUARY 16, 2011 

House of Representatives, 

Committee on Energy and Commerce, 
Subcommittee on Oversight and Investigations, 

Washington, D.C. 

The subcommittee met, pursuant to call, at 9:30 a.m., in room 
2322 of the Rayburn House Office Building, Hon. Cliff Stearns 
(chairman of the subcommittee) presiding. 

Members present: Representatives Stearns, Sullivan, Murphy, 
Burgess, Blackburn, Myrick, Gingrey, Scalise, Gardner, Griffith, 
Barton, DeGette, Schakowsky, Weiner, Green, Dingell, and Wax- 
man (ex officio). 

Staff present: Caroline Basile, Staff Assistant; Mike Bloomquist, 
Deputy General Counsel; Allison Busbee, Legislative Clerk; Karen 
Christian, Counsel, Oversight; Stacy Cline, Counsel, Oversight; 
Howard Cohen, Chief Health Counsel; Julie Goon, Health Policy 
Advisor; Todd Harrison, Chief Counsel, Oversight/Investigations; 
Sean Hayes, Counsel, Oversight/Investigation; Ruth Saunders, 
Detailee, ICE; Alan Slobodin, Deputy Chief Counsel, Oversight; 
Sam Specter, Counsel, Oversight; John Stone, Associate Counsel; 
Tim Torres, Deputy IT Director; Lyn Walker, Coordinator, Admin- 
istration/Health Resources. 

OPENING STATEMENT OF HON. CLIFF STEARNS, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF FLORIDA 

Mr. Stearns. We convene this hearing of the subcommittee on 
Oversight and Investigation today to gather information on the en- 
tity responsible for overseeing the Administration’s changes to the 
private insurance market, the Center for Consumer Information 
and Insurance Oversight. 

It has been nearly a year since the health care law was enacted, 
and this is the first hearing this subcommittee has had since pas- 
sage of the law devoted exclusively to its effects. This Center is re- 
sponsible for the massive changes being made by the Administra- 
tion to the private insurance market. It is responsible for new in- 
surance market rules, the temporary high-risk pools, new medical 
loss ratio rules, and will assist States in implementing the massive 
new regulatory burdens imposed by the Administration. 

Our witnesses today are a former Director of the Center and the 
current one, Mr. Jay Angoff, who ran the office from its inception 

( 1 ) 
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after the passage of the bill until earlier this year. We know very 
little about the creation of this office, and I hope this hearing this 
morning will finally shine some light on how this office was, in fact, 
created, how it is simply organized, and why it is recently moved 
from HHS to CMS on literally, literally the day the Republicans 
took the majority in the 112th Congress. Just a coincidence I am 
sure. 

We also know little about how this office is funded. Is it paid for 
out of the Health Care Law that was signed last year? Is HHS tak- 
ing money from another program? So we know very little, and what 
we do know has not made a favorable impression on us, perhaps 
because we don’t understand. 

Last year the New York Times reported, “In Bethesda, Maryland, 
more than 200 health regulators working on complicated insurance 
rules have taken over three floors of a suburban office building, 
paying almost double the market rate for the space in their rush 
to get started.” So I hope the Administration and its regulators are 
better at writing regulations than perhaps writing leases. 

Our other witness is Mr. Steve Larsen. Mr. Larsen was recently 
promoted to Director of the Center and had previously served in 
the Center’s Office of Oversight, the office that was responsible for 
granting waivers from the Obama Administration’s Health Care. I 
think it is an understatement to say that these waivers have been 
controversial. 

The Administration’s Health Care Plan was sold as all benefit 
and no downside, so when the public began hearing that while they 
would have to comply with all the new regulations and costs while 
other individuals would get waivers from the Administration and 
thus not have to comply and bear the same burdens, obviously they 
weren’t happy. After all, they were promised that if they like their 
coverage, they could keep it. We heard this mantra over and over 
again. If you like your coverage, you can keep it. 

They were promised lower premiums. They were promised lower 
costs, so simply what did they get? Lost coverage, higher pre- 
miums, and higher costs in our opinion, and when the damaging 
effects of the Administration’s Health Care Plan got so bad that 
people were starting to notice, then it was time for waivers. The 
promises made by supporters of the law just simply have not come 
true. 

The Chief Actuary for the Centers for Medicare and Medicaid 
Services recently testified that the law will likely not hold down 
costs. He went on to say that not everyone will be able to keep 
their coverage, even if they like it. Meanwhile, the adverse effects 
of the law on the private sector have been undeniable. Companies 
are considering dropping coverage, insurers are opting to exit from 
the market, and consumers are left with fewer options, in fact. And 
of those options available the premiums continue to rise thanks to 
the costly mandates and regulations in Obamacare. 

It certainly doesn’t get any better when you look at how the gov- 
ernment is handling this Health Care Bill. Last month this sub- 
committee’s hearing on the need for regulatory reform highlighted 
how numerous regulations in the Health Care Bill have been 
issued without even public comment. If an idea is controversial and 
lacks popular support, like end-of-life counseling, for example, then 
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it simply sneaks into the regulations in the hope that nobody will 
notice. No comment period. Just happens to appear. 

So today, my colleagues, we will hear testimony about why so 
many companies and insurers need to be excluded, given waivers 
from this great Health Care Bill that the Administration has tout- 
ed. Ironically, considering that if you listened to the Administration 
for the last 2 years, you would wonder why anyone would ever 
need to be protected from this law, yet today we have learned that 
over two and a half million people have been exempted from the 
Administration’s Health Care Plan through these waivers. Two and 
a half million people need to literally, literally be protected from 
the devastating effects of the Health Care Bill the Administration 
has passed. Yes, protected. 

Under the very standards determining whether a waiver will be 
granted, a company or insurer needs to show that unless a waiver 
was granted, beneficiaries were either going to face significant pre- 
mium increases or a significant reduction in access to benefits. So 
we will hear today that these waivers are necessary because the 
plans they affect offer little coverage. We will likely hear at length 
today that the reason it is OK to give out these waivers is because 
in 2014, the exchanges will finally provide low-cost, quality health 
care, yet nearly every promise made about Obamacare has been 
broken. 

During the debate on health care our party offered many solu- 
tions to expand access to health care services without raising costs 
or bankrupting the country. They were not passed. They were ig- 
nored. So I am hopeful today that we begin to examine the effecte 
of the Administration’s Health Care Bill. Americans from both par- 
ties will begin to see the value in our ideas, ideas that rely on com- 
monsense and free-market solutions and perhaps not on decisions 
that are made by the federal bureaucracy. 

I am very interested in the testimony we will hear today, because 
this Center is responsible for many of the changes in the Adminis- 
tration’s Health Care Bill that it makes to the private insurance 
market, and I hope our witnesses will shine some light on the rea- 
sons for these changes. I know this is a busy season for them, so 
I appreciate them coming up here especially with the budget proc- 
ess and the budget being released this week. So I thank them sin- 
cerely for their time. 

Today marks the beginning of what the public voted for in 2010, 
real and sustained oversight of the federal takeover of the health 
care industry, and with that I recognize distinguished colleague, 
Ms. DeGette 

[The prepared statement of Mr. Stearns follows:] 

Prepared Statement of Hon. Cliff Stearns 

We convene this hearing of the Subcommittee on Oversight and Investigations 
today to gather information on the entity responsible for overseeing the Administra- 
tion’s changes to the private insurance market — The Center for Consumer Informa- 
tion and Insurance Oversight. It has been nearly a year since the health care law 
was enacted, and this is the first hearing this subcommittee has had since passage 
of the law devoted exclusively to its effects. 

This Center is responsible for the massive changes being made by Obamacare to 
the private insurance market. It is responsible for new insurance market rules, the 
temporary high risk pools, new medical loss ratio rules, and will assist states in im- 
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plementing the massive new regulatory burdens imposed by Obamacare. Our wit- 
nesses today are the former Director of the Center and the current one — Mr. Jay 
Angoff ran the office from its inception after the passage of Obamacare until earlier 
this year. We know very little about the creation of this office, and I hope this hear- 
ing will finally shine some light on how this office was created, how it is organized, 
and why it was moved from HHS to CMS on literally the day Republicans took the 
majority in the 112th Congress. 

We also know little about how this office is funded — is it paid for out of the health 
care law signed last year? Is HHS taking money from another program? We know 
very little, and what we do know has not made a good impression. Last year the 
New York Times reported: “In Bethesda, Maryland, more than 200 health regulators 
working on complicated insurance rules have taken over three floors of a suburban 
office building, paying almost double the market rate for the space in their rush to 
get started.” I hope Obamacare’s regulators are better at writing regulations than 
writing leases. 

Our other witness is Mr. Steve Larsen, Mr. Larsen was recently promoted to Di- 
rector of the Center, and had previously served in the Center’s Office of Oversight — 
the office that was responsible for granting waivers from Obamacare. 

I think it is an understatement to say that these waivers have been controversial. 
Obamacare was sold as all benefit — no downside. So when the public began hearing 
that while they would have to comply with all of the new regulations and costs, 
while other individuals would get waivers from the Administration and thus not 
have to comply and bear the same burdens, they weren’t happy. 

After all, they were promised that if they like their coverage, they could keep it. 
They were promised lower premiums. They were promised lower costs. What did 
they get? Lost coverage. Higher premiums. Higher costs. And when the damaging 
effects of Obamacare got so bad that people were starting to notice? Then it was 
time for waivers. 

The promises made by supporters of the law have not come true. The Chief Actu- 
ary for the Center for Medicare and Medicaid Services recently testified that the law 
will likely not hold down costs. He went on to say that not everyone will be able 
to keep their coverage, even if they like it. Meanwhile, the adverse effects of the 
law on the private sector have been undeniable: companies are considering dropping 
coverage, insurers are opting to exit from the market, and consumers are left with 
fewer options — and of those options available, the premiums continue to rise, thanks 
to the costly mandates and regulations in Obamacare. 

It certainly doesn’t get any better when you look at how the government is han- 
dling Obamacare. Last month this subcommittee’s hearing on the need for regu- 
latory reform highlighted how numerous regulations in Obamacare have been issued 
without public comment. If an idea is controversial and lacks popular support, like 
end of life counseling, then it is simply snuck into a regulation in the hope that no- 
body will notice. 

Today we will hear testimony about why so many companies and insurers need 
to be excluded from the effects of Obamacare — ironic, considering that if you lis- 
tened to the Administration for the last 2 years you’d wonder why anyone would 
ever need to be protected from this law — yet today we learn that 2.5 million people 
have been exempted from Obamacare through these waivers. 2.5 million people need 
to literally be protected from the devastating effects of Obamacare. 

Yes, protected. Under the very standards determining whether a waiver will be 
granted, a company or insurer needed to show that unless a waiver was granted, 
beneficiaries were either going to face a “significant” premium increase or a “signifi- 
cant” reduction in access to benefits. 

We will hear today that these waivers are necessary because the plans they affect 
offer little coverage. We will likely hear at length today that the reason it is ok to 
give out these waivers is because in 2014, the exchanges will finally provide low 
cost, quality health care. Yet, nearly every promise made about Obamacare has been 
broken. 

During the debate on health care, our party offered many solutions to expand ac- 
cess to health care services without raising costs or bankrupting the country. We 
were ignored then. I am hopeful that as we begin to examine the terrible effects 
of Obamacare, Americans from all parties will begin to see the value in our ideas — 
ideas that rely on commonsense and free market solutions, not on decisions made 
by the federal bureaucracy. 

I am very interested in the testimony we will hear today because this Center is 
responsible for many of the changes Obamacare makes to the private insurance 
market, and I hope our witnesses will shine some light on the reason for those 
changes. 
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I know that this is a busy season for them, especially with the budget being re- 
leased this week, and I thank them for their time. 

Today marks the beginning of what the public voted for in 2010: real and sus- 
tained oversight of the federal takeover of the healthcare industry. 

I recognize, with pleasure, the Ranking Member, Ms. DeGette. 

Ms. DeGette. Mr. Chairman, out of deference to the two hear- 
ings this morning, I am going to defer to the ranking member to 
make his opening statement first. 

Mr. Stearns. Mr. Waxman is recognized. 

OPENING STATEMENT OF HON. H ENRY A. WAXMAN, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF CALI- 
FORNIA 

Mr. Waxman. Thank you very much. I am a strong believer in 
effective oversight. It is essential to assure that the laws passed by 
Congress are implemented in the most effective and efficient way 
possible, and that is why I support oversight of the Affordable Care 
Act. 

The Health Reform Law passed by Congress, signed into law by 
President Obama last year, provides tremendous benefits. Insurers 
are banned from discriminating against children with pre-existing 
conditions. Seniors are already benefiting from lower drug prices. 
Small businesses are getting tax cuts to pay for health insurance. 
The law has benefits for all Americans, and we ought to be doing 
what we can to make sure the Administration is implementing the 
law appropriately. 

But I am concerned, Mr. Chairman, that this committee is using 
oversight as another means of blocking the implementation of the 
law. Over the last few weeks the committee issued a broad docu- 
ment request to the Department of Health and Human Services 
that require massive document searches for no apparent purpose. 
Already HHS has provided over 50,000 pages of documents in re- 
sponse to these requests. And already we are seeing Republican 
leaders make unsubstantiated allegations that wrongly accuse the 
Department of misconduct and mismanagement. Before they have 
even had the hearing and gotten the facts Republicans are telling 
us that the law has failed, and I believe that it is not true. 

The subject of today’s hearing is the formation of the HHS Cen- 
ter for Consumer Information and Insurance. This group within 
CMS has provided insurers from a provision of the Health Care 
Bill banning annual limits on health care coverage. The insurers 
are saying unless they get some of these waivers, the price of the 
insurance will go up before we get to the period of 2014, or the 
availability of the insurance will not be as much as it has been in 
the past. So we wrote into the law that we wanted the Department 
to give these waivers, at least until 2014, when the law will be 
fully in effect. 

Our subcommittee chairman has asserted that the granting of 
these waivers show that health care reform is flawed. “If the law 
is so good, why are so many waivers to the law being granted.” 
Senator Orrin Hatch decried the lack of transparency. Oversight 
Chairman Darrell Issa has asserted that unions have received spe- 
cial treatment because, “Bureaucrats are picking winners and los- 
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ers in a politicized environment where the winners are favored con- 
stituencies of the Administration.” 

But let us look at the facts. The waiver process has been trans- 
parent and efficient. HHS put out an interim final rule, three sets 
of guidance, and worked individually with each applicant to resolve 
any problem with waiver requests. Over 90 percent of all entities 
that applied for waivers were approved. The average wait time for 
approval of a completed waiver request was only 13 days. The proc- 
ess has been fair. 

Contrary to Chairman Issa, there has been no favoritism to 
unions. The information HHS has provided to the committee shows 
that plans that serve union employees were almost five times as 
likely to have their waivers denied as non-union plans. Nine of the 
last ten largest applicants to be denied waivers were plans that 
provided care for union members. 

The law and waiver process are designed to accommodate plans 
with low annual limits known as limited benefit plans or mini-med 
plans. These plans either have a set limit of dollars that they will 
spend on benefits or a limited amount of benefits that may be re- 
ceived or a cap on specific benefits. These are plans that by 2014 
will no longer be able to do what they are doing because in 2014, 
all plans are going to have to cover the minimum health insurance 
package. They will not be able to discriminate on the basis of pre- 
existing conditions, and consumers and small businesses will have 
improved access to affordable care through no health insurance ex- 
changes. 

The waivers are intended to provide a smooth transition between 
now and 2014. They affect a small population, less than 2 percent 
of all Americans with employer-based coverage, but for this group 
they provided valuable interim relief. 

The Democratic staff has prepared an analysis of the waiver 
process that documents its success, and I ask this analysis be made 
part of today’s hearing record. 

I was the ranking member of the Oversight Committee when 
Dan Burton was Chairman, and during that time President Clinton 
was in office. No allegation was too wild for him not to pursue. The 
committee would demand thousands of documents, take up hun- 
dreds of hours of taxpayer’s time in investigations that cost tax- 
payers millions of dollars, all with no regard for the basic facts of 
the case. 

An allegation would come out before they got the information, 
and then when the information came out disproving the allegation, 
they were already ready for another allegation. They moved 1 day 
to the next with attacks, attacks, attacks. 

Well, Mr. Chairman, I hope we are not going to see that go on 
in this committee and in this Congress. Let us be fair, let us get 
the facts, and let us see what the reality is before we make any 
of these accusations that I have been hearing. 

I yield back the balance of my time. 

[The prepared statement of Mr. Waxman follows:] 
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Prepared Statement of Hon. Henry A. Waxman 

Mr. Chairman, I am a strong believer in effective oversight. It is essential to en- 
suring that the laws passed by Congress are implemented in the most effective and 
efficient way possible. That is why I support oversight of the Affordable Care Act. 

The health reform law passed by Congress and signed into law by President 
Obama last year provides tremendous benefits. Insurers are banned from discrimi- 
nating against children with pre-existing conditions. Seniors are already benefitting 
from lower drug prices. Small businesses are already getting tax cuts to pay for 
health insurance. The law has benefits for all Americans — and we ought to be doing 
what we can to make sure the Administration is implementing the law appro- 
priately. 

But I am concerned that this Committee is using oversight as another means of 
blocking implementation of the law. Over the last few weeks, the Committee issued 
broad document requests to the Department of Health and Human Services (HHS) 
that require massive document searches for no apparent purpose. Already HHS has 
produced over 50,000 pages of documents in response to these requests. 

And already we are seeing Republican leaders make unsubstantiated allegations 
that wrongly accuse the Department of misconduct and mismanagement. 

The subject of today’s hearing is the formation of HHS’s Center for Consumer In- 
formation and Insurance Oversight and the waivers that CCHO has provided insur- 
ers from a provision of the health care bill banning annual limits on health care 
coverage. 

The Subcommittee Chairman has asserted that the granting of these waivers 
shows that the health care reform effort is flawed: “If the law is so good, why are 
so many waivers to the law being granted?” Senator Orrin Hatch has decried “the 
lack of transparency which has surrounded the waiver process.” Oversight Chair- 
man Darryl Issa has asserted that unions have received special treatment because 
“bureaucrats are picking winners and losers in a politicized environment where the 
winners are favored constituencies of the administration.” 

But let’s look at the facts. 

The waiver process has been transparent and efficient. HHS put out an interim 
final rule, three sets of guidance, and worked individually with each applicant to 
resolve any problem with waiver requests. Over 90% of all entities that applied for 
waivers were approved. The average wait time for approval of a completed waiver 
request was only 13 days. 

The process has also been fair. Contrary to Chairman Issa, there has been no fa- 
voritism to unions. The information HHS has produced to the Committee shows that 
plans that serve union employees were almost five times as likely to have their 
waivers denied as non-union plans. Nine of the ten largest applicants to be denied 
waivers were plans that provided care for union members. 

The law and the waiver process are designed to accommodate plans with low an- 
nual limits known as “limited benefit plans” or “mini-med” plans. These plans either 
have a set limit on dollar amounts of benefits that may be received or cap specific 
benefits. 

In 2014 these plans will be unnecessary: all Americans will have improved health 
care coverage because insurers will no longer be able to discriminate on the basis 
of pre-existing conditions, and consumers and small businesses will have improved 
access to affordable care through new health insurance exchanges. 

The waivers are intended to provide a smooth transition between now and 2014. 
They affect a small population — less than 2% of all Americans with employer-based 
coverage — but for this group they provided valuable interim relief 

Rather than indicating a flaw in the law, the waiver process shows HHS is imple- 
menting health reform in a way that helps consumers keep their plans without im- 
posing undue burdens on insurers or risking loss of coverage. 

The Democratic staff has prepared an analysis of the waiver process that docu- 
ments its success. I ask that this analysis be made part of today’s hearing record. 

I was ranking member of the Oversight Committee when then Chairman Dan 
Burton ran amok investigating our last Democratic President. No allegation was too 
wild to pursue. The Committee would demand thousands of documents, and take 
up hundreds of hours of taxpayer time in investigations that cost taxpayers millions 
of dollars — all with no regard for the basic facts of the case. 

I hope this is not happening here. When we hold oversight hearings, we should 
do so because we want to make sure that federal agencies are doing their jobs. We 
should not hold hearings to stop the vital work of government. And we should not 
hold hearings because the new Republican majority wants to disrupt the health care 
reform law. 
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As we conduct oversight on the law, I hope we will put partisanship aside and 
do the kind of thorough and fair investigations that have heen the hallmark of this 
Committee. 

And if we do that, the American people will see there is good news about the 
health care reform law and the ways it is helping all Americans. 

Mr. Stearns. Yields back the balance of his time and I recognize 
the gentlelady from Tennessee for 2 minutes. 

Mrs. Blackburn. Thank you, Mr. Chairman. I welcome our wit- 
nesses today. We have been waiting a long time to ask these ques- 
tions that we have for you, and reading your prepared remarks I 
think we would all be led to believe that this has been an unquali- 
fied success in its rollout. You talk a lot about benefits, but you 
don’t talk a lot about expected costs, and we will want to talk with 
you about that. 

I want to go to the waivers because there have been some 900 
health plans that have been given waivers, and we will discuss 
those waivers as we move forward. I think we are going to want 
to know what happens in 2013, and 2014, when those companies 
are not able to get waivers. These waivers gave relief to some plans 
but will happen to — we want to know what is going to happen 
when the other mandates of Obamacare are phased in, and it 
seems to me that these are 900 new stories that the Administration 
probably is wanting to avoid because private sector plans that are 
working for people, they don’t want to come under Obamacare. And 
so they are coming to you to get a waiver. 

In Tennessee we have been down this costly road before, and Mr. 
Chairman, I have some charts on what happened in Tennessee that 
I would like to submit for the record. 

As I have repeatedly stated in this committee, TennCare gave 
unlimited access to care, it incentivized use rather than controlled 
costs, it reached the point of consuming 35.3 percent of the State 
budget. That was in 2005. Nearly bankrupted the State, so I am 
going to want to know if you are using history as a guide, what 
is your plan for dealing with cost acceleration which comes on you 
very quickly if you look at the TennCare model which is the closest 
thing in this country to what you have. 

Even our former governor, a Democrat, Phil Bredesen, did a lot 
to rein in exploding costs, implementing a program, but, there 
again, we saw what happened in our State. 

I thank you, Mr. Chairman. I yield back. 

Mr. Stearns. And I thank the gentlelady. Recognize Dr. Burgess 
for 1 minute. 

Dr. Burgess. For 1 minute? 

Mr. Stearns. We are going to go 1 minute to Mr. Burgess, 1 
minute to Mr. Gardner, and 1 minute to Mr. Barton. 

Dr. Burgess. All right. Very well. Then let me just welcome our 
witnesses. It is good to see you again, Mr. Angoff. We had a nice 
visit last November. This is an issue that has been of great interest 
to me for quite some time. In fact, you were known by a different 
acronym when I met with you and, now I followed with interest 
that there have been some changes within the agency, and whether 
those are good or bad remains to be determined. 

Mr. Waxman spoke eloquently of the problems that he saw in a 
previous Congress, but let me just allude to the problems that I 
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saw in the last Congress when we decided to be indifferent to over- 
sight and not even ask a simple question. We passed this law in 
my opinion in a way that was poorly done, and then your agency, 
within the agency was set up with very little notice to the Con- 
gress. No one knew you were here, no one knew how much money 
you were spending, where it was coming from, and then we find 
out that in order for the Patient Protection and Affordable Care Act 
to work you had to give two and a half million people waivers. 
Well, it doesn’t sound to me like the definition of a good solid foun- 
dation. 

So I am grateful that we are doing the oversight now, grateful 
to the subcommittee chairman for calling this hearing. I wish we 
could have done this several months ago. I think it would have 
helped all of us, but thank you, Mr. Chairman. I will yield back. 

Mr. Stearns. Thank the gentleman, and Mr. Gardner, you are 
recognized for 1 minute. 

Mr. Gardner. Thank you, Mr. Chairman, and the witnesses for 
attending today for convening our first hearing, oversight hearing, 
on the Patient Protection and Affordable Care Act. 

A lot of promises have been made about health care reform. 
Costs would be lower, people would have better access to health 
care. If people liked their coverage, they could keep it. Those prom- 
ises are not being kept. 

The waivers issued by HHS exempting health plans from the 
prohibition on annual or lifetime benefits or lifetime limits on bene- 
fits is a good case study. Over 900 health plans would have been 
forced to reduce benefits, raise costs to their enrollees, or drop the 
plans altogether because complying with the requirements of the 
Health Care Bill was just too expensive. 

Even worse, these waivers are simply postponing reality. What 
will happen as other requirements of the law are phased in and 
health care plans, health plans are not able to comply with those 
further financial burdens? This is why this committee’s investiga- 
tion of the bill is so timely in the Center for Consumer Information 
and Insurance Oversight. We cannot wait until the exchanges are 
up and running to discover that they are not working. Congress 
can’t stick its head in the sand and deny the law of economics. 
Companies that need waivers today will not suddenly be able to 
provide even more required benefits in 2012, when the Health Care 
Bill fully kicks in. 

Many of the assumptions that are underpinning the Health Care 
Bill have proven to be false. For instance, it was estimated that 

375.000 people would enroll in the high-risk pools. Instead, only 

12.000 people enrolled. Recent articles and the news have dis- 
cussed the increasingly unbearable burden that Medicaid places on 
State budgets. Medicaid is 21 percent of total State spending and 
annual spending growth on the program doubled between 2008, 
and 2009. 

I am excited to get to work on this. I believe we have a lot of 
work to do and look forward to hearing from you before we end up 
bankrupting this country. 

[The prepared statement of Mr. Gardner follows:] 
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Prepared Statement of Hon. Cory Gardner 

Thank you, Mr. Chairman, for convening our first oversight hearing on the Pa- 
tient Protection and Affordable Care Act. 

A lot of promises have been made about health care reform. Costs would be lower. 
People would have better access to health care. If people liked their coverage, they 
could keep it. Those promises are not being kept. 

The waivers issued by HHS exempting health plans from the prohibition on an- 
nual or lifetime limits on benefits is a good case study. Over 900 health plans would 
have been forced to reduce benefits, raise costs to their enrollees, or drop the plans 
altogether because complying with the requirements of Obamacare was just too ex- 
pensive. Even worse, these waivers are simply postponing reality. What will happen 
as other requirements of the law are phased in, and health plans are not able to 
comply with those further financial burdens? 

This is why this Committee’s investigation of Obamacare, and the manner in 
which it is being implemented by the Center for Consumer Information and Insur- 
ance Oversight is long overdue. We cannot wait until the exchanges are up and run- 
ning in 2014 to realize that this system is not working. You cannot stick your head 
in the sand and deny the laws of economics forever. Companies that need waivers 
from Obamacare’s requirements today will not suddenly be able to provide even 
more required benefits in 2012, when Obamacare fully kicks in. Many of the as- 
sumptions underpinning Obamacare have been proven to be false. 

For instance, it was estimated that 375,000 people would enroll in the high-risk 
pools. Instead, only 12,000 enrolled. Recent articles in the news have discussed the 
increasingly unbearable burden that Medicaid places on state budgets. Medicaid is 
21 percent of total state spending, and annual spending growth on the program dou- 
bled between 2008 and 2009. And yet this health care reform law would essentially 
add 20 million more people to the Medicaid rolls in 2014. These are simply 
unsustainable burdens, and if they are not fixed, they will break the world’s great- 
est health care system and bankrupt this country. We need to fix this problem. 

I am ready to get to work on this issue. I thank the witnesses for being here, and 
I 3 deld back the balance of my time. 

Mr. Stearns. I thank my colleague and the distinguished chair- 
man emeritus, Mr. Barton. 

Mr. Barton. Thank you, Mr. Chairman. I will put my formal 
statement in the record. 

Today’s hearing is the first of many, hut I think it is telling, Mr. 
Chairman, that we are here today with an oversight hearing over 
an organization that is not explicitly authorized in the Act, whose 
job is to give waivers to a law that supposedly is going to lower 
costs, but the very reason they are giving waivers is because the 
cost of complying with the law is so large that over 900 companies 
or 900 insurance plans have been given waivers because they could 
not comply if they had to honor what the law said. 

So this is going to be a good hearing. I appreciate each of you 
two gentlemen being here, and I will try to participate some, Mr. 
Chairman, but as you know, we have the FCC Commission down- 
stairs simultaneously. So some of us have to try to be two places 
at one time, which is 

Mr. Stearns. I appreciate your 

Mr. Barton. Thank you, Mr. Chairman. 

Mr. Stearns [continuing]. Staying here. 

Mr. Barton. Thank our witnesses. 

Mr. Stearns. Thank you. The gentlelady, Ms. DeGette, is recog- 
nized. 
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OPENING STATEMENT OF HON. DIANA DEGETTE, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF COLO- 
RADO 

Ms. DeGette. Thank you very much, Mr. Chairman. 

Last year President Obama signed into law landmark health re- 
form legislation to improve health care access for millions of Amer- 
ican families and small business owners, prohibit abusive insur- 
ance practices, and to reduce our Nation’s deficit. Today’s hearing 
is focused on implementation of the law’s prohibition on annual 
and lifetime limits on health care coverage, an important consumer 
protection that prevents people with chronic or catastrophic ill- 
nesses from losing their coverage after they reach an arbitrary cap 
on expenses established by their insurer. 

This is a provision that is already protecting consumers and will 
protect millions more individuals with chronic and expensive dis- 
eases like diabetes, and it is widely supported. 

Mr. Chairman, I would like to insert into the record letters from 
the American Cancer Society and the American Heart Association 
about the importance of this provision. 

Mr. Stearns. By unanimous consent, so ordered. 

Ms. DeGette. Thank you. 

[The information appears at the conclusion of the hearing.] 

Ms. DeGette. We are transitioning to this new policy, and mil- 
lions of Americans with insurance are benefiting immediately, but 
a small percentage of insured Americans are in plans that will 
need waivers from these provisions until the Health Care Bill takes 
effect in its entirety in 2014. The law allows for those waivers 
which are the subject of today’s hearing. 

And, Mr. Chairman, you noted that two-and-a-half million people 
are subject to these waivers, but I would point out that is two-and- 
a-half million out of 164 million, which is less than 2 percent of the 
market. 

The Center for Consumer Information and Insurance Oversight 
is responsible for implementing the consumer protections against 
insurers’ annual limits. CCL announced that that process in a pub- 
lic role last summer and issued further guidance based on input 
from affected entities. CCO is granting waivers to this provision in 
cases where insurance providers show that compliance, “would re- 
sult in a significant decrease in access to benefits,” or, “would sig- 
nificantly increase premiums.” 

Republicans on this committee and elsewhere have made a num- 
ber of allegations about this agency and its process for imple- 
menting the ban on annual limits. Senator Kyi and others have 
made st^atements suggesting that CCO may be providing waivers to 
political allies such as unions, and in fact, Mr. Chairman, you, 
yourself, have suggested that the volume of waivers granted indi- 
cates flaws in the Health Reform Law. 

But the information and documents that the committee has re- 
ceived tell a different story. They show that the Administration is 
implementing the law in a fair, transparent, flexible, and efficient 
way. The Administration data shows over 90 percent of applicants 
who sought waivers — I am working on a cold. I will try not to sit 
too close. Ninety percent of the applicants who sought waivers for 
their plans received HHS approval. The average completed applica- 
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tion was approved by HHS within 13 days with over one-third ap- 
proved in under 1 week. 

Now, this is exactly the kind of governmental efficiency that ev- 
erybody across the aisle should be standing up and applauding. We 
reviewed e-mails that the companies requesting waivers exchanged 
with CMS. Here is — formerly HCFA, by the way. Here is what a 
few of the companies had to say. 

“I want to sincerely thank HHS for working so hard to process 
and approve our waiver application.” “Thanks to you and all the 
staff at CCIIO for your consideration and effort.” “We just want to 
thank you for the prompt and courteous service you gave these ap- 
plications.” 

Mr. Chairman, these don’t sound like businesses that are over- 
burdened and fearful of government regulation. They sound like 
satisfied clients. 

As for the claim of bias towards unions, the data received by the 
committee shows that the plans that serve union employees were 
almost five times more likely than average to be denied waivers. 
If the Administration is somehow biased in favor of unions, that 
frankly is a pretty strange way of showing it. 

In the subcommittee’s first hearing we learned from the Adminis- 
tration how the President’s executive order on regulations has in- 
structed agencies to implement laws in a manner that protects con- 
sumers while imposing the least burden possible on business. The 
implementation of the Annual Limits Provision provides a case in 
point in how the Administration is acting on those principles. 

The plans that are receiving waivers need improvement. They 
are often so-called mini-med plans that offer limited benefits. In 
2014, thanks to the new Health Care Bill almost all Americans will 
get better coverage than this, but for now these limited plans are 
the best coverage available for many of these workers, and the 
waiver process accommodates business and insurers so that con- 
sumers can retain access to these plans in bridge years. 

Based on clear regulation and guidance CCO evaluates waiver 
requests on clearly-explained criteria such as premium changes in 
percentage terms and dollar terms, the number and type of benefits 
affected by the annual limits, and the number of enrollees under 
the plan seeking the waivers. Approvals once granted are rapidly 
posted on the HHS Web site. The overall process for implementing 
this important health reform provision and the waiver provisions 
within it embodies the principles that all of us on this committee 
seek in the regulatory process. 

I look forward to hearing from our two witnesses today. I hope 
we can talk about facts and why this is necessary and why it is 
working, and I yield back. 

[The prepared statement of Ms. DeGette follows:] 

Prepared Statement of Hon. Diana DeGette 

Last year, President Obama signed into law landmark health reform legislation 
to improve health care access for millions of American families and small business 
owners, prohibit abusive insurance practices, and reduce our nation’s deficit. Today’s 
hearing is focused on implementation of the law’s prohibition on annual and lifetime 
limits on health care coverage, an important consumer protection that prevents peo- 
ple with chronic or catastrophic illnesses from losing their coverage after they reach 
an arbitrary cap on expenses established by their insurer. 
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This is a provision that is already protecting consumers, and will protect millions 
more — individuals with chronic and expensive diseases like diabetes. 

We are transitioning to this new policy, and millions of Americans with insurance 
are henefitting immediately. But a small percentage of insured Americans are in 
plans that will need waivers from these provisions until the health care bill takes 
effect in its entirety in 2014. The law allows for these waivers, which are the subject 
of today’s hearing. 

The Center for Consumer Information and Insurance Oversight, or CCIIO, is re- 
sponsible for implementing the consumer protections against insurer’s annual lim- 
its. CCIIO announced that process in a public rule last summer and issued further 
guidance based on input from affected entities. 

CCIIO is granting waivers to this provision in cases where insurance providers 
show that compliance “would result in a significant decrease in access to benefits” 
or “would significantly increase premiums.” 

Republicans on this committee and elsewhere have made a number of allegations 
about CCIIO and its process for implementing the ban on annual limits. Senator 
Kyi and others have made statements suggesting CCIIO may be providing waivers 
to “political allies” such as unions. The subcommittee chairman has suggested that 
the volume of waivers granted indicates flaws in the health reform law. 

But the information and documents the Committee has received tell a different 
story. They show that the Administration is implementing the law in a fair, trans- 
parent, flexible, and efficient way. 

The Administration data show that over 90% of applicants who sought waivers 
for their plans received HHS approval. The average completed application was ap- 
proved by HHS within 13 days — with over one third approved in under one week. 
This is exactly the kind of government efficiency that my friends across the aisle 
ought to be standing up and applauding. 

We reviewed emails that the companies requesting waivers exchanged with CMS. 
Here’s what a few of the companies had to say: “I want to sincerely thank HHS.for 
working so hard to process and approve our waiver application.” “Thanks you and 
all the staff at OCIIO for your consideration and effort.” “We just want to thank 
you for the prompt and courteous service you gave these applications.” Mr. Chair- 
man, these don’t sound like businesses that are overburdened and fearful of govern- 
ment regulation - they sound like satisfied clients. 

As for the claim of bias toward unions, the data received by the Committee shows 
that plans that serve union employees were almost five times more likely than aver- 
age to be denied waivers. If the Administration is somehow biased in favor of 
unions, this is a pretty strange way of showing it. 

In the Subcommittee’s first hearing, we learned from the Administration how the 
President’s Executive Order on regulations has instructed agencies to implement 
laws in a manner that protects consumers while imposing the least burden possible 
on business. The implementation of the annual limits provision provides a case in 
point of how the Administration is acting on these principles. 

The plans that are receiving waivers need improvement. They are often so-called 
mini-med plans that offer limited benefits. In 2014, thanks to the health care bill, 
almost all Americans will get better coverage. But for now, these limited plans are 
the best coverage available for many workers — and the waiver process accommo- 
dates business and insurers so that consumers can retain access to these plans in 
the bridge years. 

Based on clear regulation and guidance, CCIIO evaluates waiver requests on 
clearly explained criteria, such as premium changes in percentage terms and dollar 
terms, the number and type of benefits affected by the annual limits, and the num- 
ber of enrollees under tbe plan seeking the waivers. Approvals, once granted, are 
rapidly posted on the HHS Web site. 

The overall process for implementing this important health reform provision, and 
the waiver provisions within it, embodies the principles that Republicans and Demo- 
crats alike seek in the regulatory process. It is fair. It is efficient. It is transparent. 
And it is allowing over two million Americans to keep their existing health insur- 
ance coverage. 

I look forward to hearing from our witnesses. I hope we can discuss the facts 
about CCIIO and its waiver process today rather than propagating myths about 
healthcare reform’s implementation. 

Mr. Stearns. I thank the ranking memher, and let me open up 
by saying I ask unanimous consent that the contents of the docu- 
ment binder be introduced into the record subject to any necessary 
redactions by the staff. 
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Without objection, the documents will be entered into the record. 
[The information appears at the conclusion of the hearing.] 

Mr. Stearns. And let me address the two of you before we start 
your opening statement. You are aware that the committee is hold- 
ing an investigative hearing and when doing so has had the prac- 
tice of taking testimony under oath. Do you have any objection to 
testifying under oath? 

OK. The Chair also advises both of you that under the rules of 
the House and the rules of the Committee you are entitled to be 
advised by counsel. Do you desire to be advised by counsel during 
your testimony today? 

OK. 

[Witnesses sworn.] 

Mr. Stearns. You are now under oath and subject to the pen- 
alties set forth in Title XVIII, Section 1001, of the United States 
Code. If you would be so kind now as to give us, each of you, your 
5-minute summary of your opening statement. 

Thank you. Mr. Larsen. 

TESTIMONY OF STEVE LARSEN, DEPUTY ADMINISTRATOR 
AND DIRECTOR, CENTER FOR CONSUMER INFORMATION 
AND INSURANCE OVERSIGHT, CENTERS FOR MEDICARE 
AND MEDICAID SERVICES, DEPARTMENT OF HEALTH AND 
HUMAN SERVICES; AND JAY ANGOFF, SENIOR ADVISOR, OF- 
FICE OF THE SECRETARY, DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

TESTIMONY OF STEVE LARSEN 

Mr. Larsen. Mr. Chairman 

Mr. Stearns. I think you need to bring the mike a little closer. 
Mr. Larsen. Can you hear me now? 

Mr. Stearns. We can hear you good. Thank you. 

Mr. Larsen. OK. 

Mr. Stearns. Thank you, Mr. Larsen. 

Mr. Larsen. My full testimony has been submitted for the 
record. I serve as Director of the Center for Consumer Information 
and Insurance Oversight within CMS. Since taking on this role I 
have been involved in implementing many of the provisions of the 
Affordable Care Act, ACA, including overseeing private health in- 
surance reforms, establishing the health insurance exchanges, and 
ensuring that consumers have access to information about their 
rights and coverage options. 

Prior to becoming the Director of CCIIO I served as the Director 
of the Office of Oversight within CCIIO, which works with the 
States to implement the new insurance market rules, including the 
new restrictions on annual dollar limits on health insurance bene- 
fits. 

As Director of CCIIO I am committed to improving the health in- 
surance system so that it works for consumers now and in 2014, 
when consumers will have more quality health care options. I am 
working to make sure that Americans who have insurance today 
can keep that coverage as we transition to the improved system in 
2014. 
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As part of improving the current health insurance system, the 
Affordable Care Act ensures that consumers are provided meaning- 
ful and reliable coverage for their premium dollars by phasing in 
restrictions on annual limits and insurance policies between now 
and 2014. This is one of the subjects that you have asked me to 
discuss today. 

Right now over 160 million Americans get their health insurance 
through an employer; however, not all coverage offered by employ- 
ers is the same. A very small percentage of employees are offered 
policies with low annual limits, caps on the amounts of benefits 
that are provided under the policy in a year. Often, these policies 
are offered by employers who hire lower-wage, part-time, or sea- 
sonal workers. 

While having such limited coverage may be better than no cov- 
erage at all, this coverage, unfortunately, can fail those that need 
it most. These policies can have high deductibles and annual dollar 
caps as low as $2,500. Some are better, with $5,000 or even 
$25,000 in coverage, but in the case of a serious illness or accident, 
the coverage can be inadequate. 

In 2014, consumers will be able to purchase fuller health insur- 
ance coverage in State-based exchanges, competitive marketplaces, 
where consumers and small businesses can shop for private cov- 
erage and will have the market power similar to large employers. 
Small businesses with fewer than 25 employees will be eligible for 
tax credits to help pay for their employees’ coverage, and small 
businesses with up to 100 employees in a State will be able to join 
the shop exchanges. 

But in the time between now and 2014, we need to maintain the 
coverage that employees have until better options are available for 
them. For policies with low annual limits, immediate compliance 
with the new Affordable Care Act protections that restrict annual 
limits could cause disruption of this coverage. 

The Affordable Care Act directs the Secretary to implement the 
restrictions on annual limits in a manner that ensures continued 
access to coverage. This is accomplished by phasing in the annual 
restrictions for most policies and for this year we established a 
waiver process for the small percentage of policies that are sub- 
stantially below the restricted annual limits set in the regulation. 

These waivers only apply to this single provision of the ACA. In- 
surance companies and employers that receive waivers must com- 
ply with all other parts of the Affordable Care Act. Our goal has 
been to implement the law but to do so in a manner consistent 
with the statute and in a way that preserves employees’ coverage 
options until 2014. 

All employers and insurers that offer limited benefit plans may 
apply for a waiver if they demonstrate that there will be a signifi- 
cant increase in premiums or a significant decrease in access to 
coverage without the waiver. Applying for a waiver is simple, a 
basic process that CCIIO clearly published on our Web site. We ad- 
minister the process fairly without regard to the type of the appli- 
cant or size of business. We published our standards for reviewing 
applications in the regulations implementing the law and again in 
the bulletins implementing the regulations. 
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The vast majority of waivers were granted to health plans that 
are employer based, more than 95 percent. Of the waivers ap- 
proved, 47 percent were to self-insured employer plans, 26 to 
HRAs, and 21 percent to Taft-Hartley plans, which are multi-em- 
ployer plans governed by collective bargaining agreements, and 3 
percent to issuers, insurance companies who provide these policies. 

The limited benefit plans for which waivers are allowed cover an 
extremely small portion of people who have employer-sponsored 
health plans. Since setting up the waiver program CCIIO has 
granted waivers to plans covering approximately 2.4 million people 
out of the 150 million or so who have employer-sponsored health 
coverage. This is less than 2 percent of all covered people in the 
private insurance market. 

The vast majority of employers who applied for a waiver reacted 
to the application process positively. We have been open to feed- 
back from applicants, and based on their input we improved the 
application process so that it is timely and responsive to their 
needs. We view our work as a partnership between the Federal 
Government, States, employers, and consumers who are constantly 
striving to meet — and we are constantly striving to meet — our 
stakeholders’ needs. 

As we work toward 2014, we are implementing the ACA carefully 
and responsibly so that coverage is maintained and the market is 
not disrupted. 

Thank you for the privilege of appearing before you, and I would 
be happy to answer any questions. 

[The prepared statement of Mr. Larsen follows:] 
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Chairman Steams, Ranking Member DeGette, and Members of the Subcommittee, thank 
you for the opportunity to discuss the Department of Health and Human Services’ work 
implementing the Affordable Care Act. I serve as the Director of the Center for Consumer 
Information & Insurance Oversight (CCIIO) within the Centers for Medicare & Medicaid 
Services. Since taking on this role, I have been involved in CCIIO’s implementation of many of 
the provisions of the Affordable Care Act, including oversight of private health insurance 
reforms, assisting States to implement Health Insurance Exchanges (Exchanges), and ensuring 
that consumers have access to information about their rights and coverage options. Prior to 
becoming the Director of CCIIO, I served as the Director of the Office of Oversight within 
CCIIO, which is charged with working with the States to ensure compliance with the new 
insurance market mles, such as the prohibitions on rescissions and pre-existing condition 
exclusions for children, as well as ensuring consumer value for premium payments through the 
medical loss ratio standards and the enforcement of the new restrictions on annual dollar limits 
on benefits. 

As a former State Insurance Commissioner, I understand the key role that States play in 
the regulation of insurance and insurance markets. I have seen first-hand the importance of 
holding insurance companies accountable, and understand the need to make quality, affordable 
coverage more accessible to all health care consumers. Then again, I have also served as an 
executive in a for-profit, publicly-traded managed care company, and understand the need for 
reasonable regulations as well as competitive and robust markets. The Affordable Care Act 
appropriately balances these objectives. 

By 2014, the Affordable Care Act helps create new competitive private health insurance 
markets, called Exchanges. These Exchanges will provide individuals and small businesses with 

1 
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a “one-stop” shop to find and compare affordable, quality health insurance options. Through 
these State-based Exchanges, Americans will no longer be on their own in trying to find 
comprehensive, quality, affordable health coverage. Exchanges will bring new transparency to 
the market so that consumers will be able to compare plans based on price and quality. By 
increasing competition between insurance companies and allowing individuals and small 
businesses to band together to purchase insurance. Exchanges will lower health care costs. 

Today, millions of Americans are already benefiting from the Affordable Care Act. 

Many parents across the country are able to protect their children by allowing their children to 
stay on their insurance until their children are 26 years old. We estimate that more than 1 .2 
million young adults will be able to maintain insurance coverage through their parents’ health 
plans because of this new policy. This is an important protection for these young adults and a 
huge relief for their parents. 

Potentially more than 41 million Americans will benefit from the preventive services 
provision of the Affordable Care Act, which requires that important early detection services like 
mammograms and colonoscopies be available to Americans in new plans without expensive co- 
pays or deductibles. Consumers in new plans who face denied claims have the tight to appeal 
such decisions made by their health plans to deny or limit coverage. They can get an internal 
review by their insurer, and a review by an outside, independent decision-maker. Insurers are no 
longer permitted to rescind insurance policies simply because a consumer made an inadvertent 
error on a form. 

Consumers can also use an important new tool to gain access to an unprecedented amount 
of information about insurance options and public programs available to them by zip code. In 
eight months, www.HealthCare. gov has had more than 4 million visitors and the number of 
insurance options listed there continues to grow rapidly. Visitors can get information in plain 
English - and Spanish - about the coverage options available to them, their protections, and their 
rights as health care consumers. 


,2 
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States play a crucial role in the implementation of the Affordable Care Act. Since 
enactment, we have worked actively with the Governors, insurance commissioners, Medicaid 
directors, and other stakeholders to implement programs that are helping consumers and 
businesses with coverage. It has been our priority to work collaboratively with our State partners 
as the provisions of the Affordable Care Act go into effect. 

Rising insurance costs have made it difficult for American employers to provide quality, 
affordable coverage for their workers and retirees while also remaining competitive in the global 
economy. Many Americans who retire before they are eligible for Medicare and without 
employer-sponsored insurance see their life savings disappear because of the high cost of 
insurance in the individual market. Millions more see their insurance disappear, leaving them 
vulnerable to high costs and poor quality care. The Early Retiree Reinsurance Program (ERRP) 
provides much-needed financial relief for employers so early retirees and their families can 
continue to have quality, affordable insurance. More than 5,000 employers - including many 
State and local governments - have been accepted into the program from all 50 states and the 
District of Columbia. The ERRP serves as one bridge to the new Exchanges that will become 
available in 2014. 

The Pre-existing Condition Insurance Plan (PCff) program is another bridge to 2014, 
when all Americans, regardless of health status, will have access to affordable coverage. The 
PCIP provides a lifeline to uninsured Americans who private insurers have refused to insure 
because of a pre-existing condition to receive the health insurance without denials, limitation on 
benefits, or higher premiums because of their condition. Thousands of Americans who were 
locked out of accessible private insurance coverage before the passage of the law now have this 
valuable and needed coverage. I’m pleased that enrollment has jumped 50 percent in the last few 
months, but we clearly have a ways to go. The Department is actively working with States, 
consumer groups, chronic disease organizations, health care providers, social workers, other 
Federal agencies, and the insurance industry to promote the plan, including holding meetings 
with State officials, consumer groups, and others. 
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For Americans who can access insurance in the individual and small group markets, the 
Affordable Care Act protects them from umeasonable rate increases. CCIIO is helping States 
improve their rate review processes. In 2010, we provided the first round of what will eventually 
be $250 million in fimding to strengthen States’ ability to review and reject umeasonable rate 
hikes. HHS is committed to working with States, who are the primary regulator of insurance 
rates and solvency. 

Finally, the Affordable Care Act builds on current efforts by States to hold insurance 
companies accountable for the way they use consumer premiums. Starting this year, insurers 
must spend at least 80 or 85 percent of premium dollars, depending on the market, on health care 
and quality improvement efforts instead of CEO bonuses, profits, or marketing. And those that 
do not meet this standard will be required to provide rebates to their customers. This provision 
ensures consumers receive value for their premium dollars and encourages insurers to invest in 
the health of their policyholders. There are signs that this provision has already helped moderate 
premium increases. 

The Bridge to 2014 

As Director of CCIIO, I am committed to continued improvement of the health insurance 
system so that it works for consumers both now and with the additional reforms that start in 
2014. It is essential that we make sure that Americans who have insurance today - even if that 
insurance is highly limited - can keep that coverage until reforms take effect to increase their 
ability to choose among comprehensive, affordable insurance options in 2014. 

As part of our package of consumer protections called the Patient’s Bill of Rights, we 
began implementing the Affordable Care Act’s phase out of limited benefit insurance products - 
a subject area that you have asked me to discuss. When consumers are covered under health 
plans with limited benefits, consumers do not always have access to coverage when they need it. 
In some cases, policies have “lifetime” dollar limits on benefits, and in some cases, insurers have 
“annual” limits or dollar-amount caps on what they will pay for benefits during a single year for 
the benefits that they cover. In 2009, over 100 million Americans were in health insurance plans 
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with a lifetime limit, and roughly 1 8 million Americans were enrolled in a plan with an annual 
limit. 


The Affordable Care Act prohibits lifetime limits in all health insurance plans starting in 
new plan years on or after September 23, 2010. It also provides that, as of January 1, 2014, no 
group health plan or individual market plan that is not a “grandfathered” plan may have annual 
limits on coverage. However, Congress recognized that there should be a transition period 
between now and 2014, when the Exchanges will be up and running, during which annual limits 
would be phased out. Section 271 1 of the Public Health Service Act provides that group health 
plans and issuers may continue to impose a “restricted” annual limit with respect to essential 
health benefits until the consumer protections take effect in 2014. More importantly, the statute 
directs the Secretary to define “restricted annual limit” during the interim period in a way that 
will “ensure that access to needed services is made available with a minimal impact on 
premiums.” This statutory directive recognizes that for some health plans, an immediate 
transition to high or no annual limits could significantly raise premiums or reduce coverage with 
adverse consequences. As such, the Secretary must address this concern in implementing the 
provision during the transition years between passage of the Affordable Care Act and the 
availability of new quaUty, affordable options in 2014. 

In June of last year, we issued regulations providing that the “restricted annual limit” is 
$750,000 for group and non-grandfathered individual plans with plan and policy years starting 
between September 23, 2010 and September 22, 2011; in other words, plans must provide at 
least $750,000 in coverage for essential benefits such as hospital, physician and pharmacy 
benefits. The limit will be $1 .25 million for plan and policy years starting between September 
23, 201 1 and September 22, 2012, and $2 million for plan and policy years starting between 
September 23, 2012 and December 31, 2013. The rising limits will increasingly ensure that 
consumers have coverage when they really need it. 

Most group health plans either already exceeded the new restricted annual limits or could 
comply with the new restricted annual limits with a negligible or minimal impact on premiums 
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or coverage. However, a very small percentage of the market provides coverage well below the 
new annual limits - in some cases as low as $2,500 or $5,000 in annual dollar limits on benefits. 
It is this small percentage of policies in particular that, without an accommodation, would sustain 
more than a “minimal” impact on premiums or coverage if they were to provide coverage at or 
above the annual limits provided for in the regulation. 

To be sure, limited benefit plans are not adequate coverage and can leave consumers with 
unexpected medical bills in the event of hospitalization or chronic disease. We are committed to 
allowing Americans to keep the coverage they have and preventing disruptions in coverage. As 
a result, pursuant to the statutory language, CCIIO established a process where those plans with 
annual limits below $750,000 could apply for a one-year waiver from the law. The waiver 
process, which is grounded in our regulation and fleshed out in subsequent guidance, allows 
employers and insurers to continue offering limited coverage if they can show that complying 
with the regulation would cause their enrollees to experience a significant increase in premiums 
or decrease in access to benefits. 

The waiver process uses a simple, basic process that is administered fairly without regard 
to the type of applicant or size of business, with the goal of minimizing market disruption and 
maintaining coverage. Guidance on how to apply for a waiver was posted on our website on 
September 3, 2010. Applicants must submit: 1) the terms of the plan; 2) the number of enrollees; 
3) a description of the annual limits; 4) a narrative describing how compliance would lead to a 
significant increase in premiums or a significant decrease in access to benefits; and 5) an 
attestation of the facts of the application by the CEO or plan administrator. 

We have posted additional guidance detailing the criteria CCIIO uses to determine if the 
premium increase or access decrease would be significant. Further guidance also lays out 
specific disclostrre requirements that approved applicants must meet. Approved applicants must 
notify enrollees and potential enrollees of the plan’s annual limits and the fact that the plan does 
not meet the standards of most plans covered by the Affordable Care Act. This notice is to 
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ensure that consumers are aware that their coverage may not be available in the event of a 
catastrophic event or chronic disease. 

The annual limit waiver process has been carried out in a way that reflects a commitment 
to transparency and responsible implementation. CCIIO regularly posts a list of approved annual 
limit waivers. The list includes the name of the company, the date their application was 
received, the plan effective date, the number of enrollees covered, the date the application was 
completed, and the date the waiver was approved. 

After we initiated the process in September, applications were received at a relatively 
steady rate. However, we experienced an increase in applications in December, due to the fact 
that employers and insurers must submit their applications 30 days before the start of their plan 
year. Many plan years begin on January 1 ; for that reason we received a large number of 
apphcations at the beginning of December. CCIIO worked very hard to ensure that we could 
process those applications and make timely decisions with respect to these applicants. 

As of February 1 , 20 1 1 , CCIIO has approved 90 percent of waiver applications from 
employers, insurers, and other applicants. The vast majority of waivers, more than 95 percent, 
were granted to health plans that are job-related. These include self-insured employer health 
plans, health reimbursement arrangements, collectively-bargained multi employer plans, and 
health plans sold by issuers to fully-insured employers. 

It is important to note that these limited benefit plans cover an extremely small portion of 
people covered by employer-sponsored health plans in the United States. Since setting up this 
program, CCIIO has granted waivers to plans covering approximately 2.4 million people, out of 
the 160 million people who have employer-sponsored health coverage.' This is slightly more 
than 1 percent of all covered lives in the private insurance market. 


' Kaiser Family Foaodation - Kaiser's "Employer Health Benefits 2010 Annual Survey,” September 2010 
fhttp://ehb,s.kff.orgA . 
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Moving Forward 

Until now, very little data were availetble about these limited benefit plans. We are now 
analyzing the data we have received and have begun determining what approach we should take 
for plan years beginning September 23, 2011 and beyond to 2014. In the future, we will proceed 
in a manner that minimizes market disruption and ensures Americans have health coverage. The 
overriding purpose of this waiver program is to ensure that Americans do not lose their health 
coverage before better health insurance options become available in 2014. 

As we lay the groundwork for 2014, it is our intention to continue implementing vital 
consumer protections while offering enough flexibility to ensure that the market is not disrupted. 
We look forward to 2014 when Americans will have access to more affordable, comprehensive 
health insurance plans without annual limits that cap their benefits. When the insurance market 
reforms in the Affordable Care Act are fully implemented, limited benefit plans will be a thing of 
the past. 

hi the meantime, I look forward to continuing to work on our bridge toward 2014, 
strengthening CCIIO’s partnership with Congress, the States, consumers, and other stakeholders 
across the country. Thank you for the opportunity to discuss the work that CCIIO has been 
doing to implement the Affordable Care Act. 
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Mr. Stearns. Thank you, Mr. Larsen. Mr. Angoff. 

TESTIMONY OF JAY ANGOFF 

Mr. Angoff. Mr. Chairman, Madam Ranking Member 

Mr. Stearns. I think you have to pull it a little closer, and you 
got the mike on. Right? 

Mr. Angoff. Yes, sir. 

Mr. Stearns. OK. 

Mr. Angoff. Yes, sir. 

Mr. Stearns. OK. There you go. 

Mr. Angoff. Mr. Chairman, Madam Ranking Member, members 
of the committee, I appreciate the opportunity to testify here today 
to discuss the Department of Health and Human Services work to 
implement the Affordable Care Act. 

I currently serve as Senior Advisor to HHS Secretary Kathleen 
Sebelius. I also served as the Director of the Office of Consumer In- 
formation and Insurance Oversight, known as OCIIO, during its 9 
months as an independent division of HHS until its recent merger 
into the Centers for Medicare & Medicaid Services, or CMS. 

OCIIO’s accomplishments during that period include the fol- 
lowing: during its first 3 months, the establishment of two major 
programs, the Pre-Existing Condition Insurance Plan and the Early 
Retiree Reinsurance Program, and the development and implemen- 
tation of our new Web site, healthcare.gov. During its first 6 
months, the promulgation of regulations implementing the insur- 
ance market reforms of the Affordable Care Act. Among other 
things, those rules now enable young adults to stay on their par- 
ents’ policies until age 26 ; they prohibit insurers from discrimi- 
nating against those under 19 with pre-existing conditions or from 
canceling coverage; and, they eliminate lifetime limits on coverage. 

During its first 7 months, we implemented three major grant 
programs to States: rate review grants, which are enabling States 
to establish or strengthen their capacity to review and, where ap- 
propriate, to disapprove proposed health insurance rate increases; 
exchange planning grants, which are enabling States to begin the 
work necessary for establishing their exchanges; and, consumer as- 
sistance grants, which are enabling States to develop or strengthen 
existing programs enabling consumers to obtain insurance and to 
more effectively deal with their insurance companies. 

By the end of 2010, the promulgation of the medical loss ratio 
rule and the rate review rule. Under our medical loss ratio rule, 
insurers in the individual and small group markets must spend at 
least 80 cents of the premium dollar on health care costs and qual- 
ity improvement activities and no more than 20 cents of the pre- 
mium dollar on administrative expenses. Insurers that don’t meet 
this standard must either reduce their premiums or issue rebates 
to their policyholders. 

Under the rate review rule, insurers must publicly justify pro- 
posed increases exceeding 10 percent, which are then reviewed for 
reasonableness by the State, or if the State does not review rates, 
by HHS. 

These reforms, Mr. Chairman, are already having a positive ef- 
fect in the marketplace. For example, the Trade Press is now re- 
porting that, as a result of the medical loss ratio rule, insurance 
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companies are streamlining their expense structures, moderating 
their increases, and improving their benefit packages. And more 
than 1.2 million adults can now remain on their parents’ health in- 
surance plans because of our dependent coverage until 26 rule, part 
of what we call the Patients’ Bill of Rights. 

Most importantly, individuals are being helped. People like 
Kayla Holmstrom, who was in a motorcycle accident when she was 
9 and has a chronic bone infection but who is studying to become 
a nurse at South Dakota State University and can now stay on her 
parents’ policy until she is 26. And people like James Howard from 
Katy, Texas, who has brain cancer and was canceled by his insur- 
ance company but was able to get coverage through the PCIP Pro- 
gram that may well have saved his life. 

While the American health system has always set examples of 
shining successes and good care if you can get it, the system has 
failed other citizens for too long. People with pre-existing condi- 
tions have been locked out of coverage by insurance companies. 
After long careers we have told Americans to keep working until 
they reach the age of 65 because without a job as a practical mat- 
ter they can’t get health insurance because insurance companies 
surcharge them both based on their age and based on health sta- 
tus. We have allowed insurance companies to select out risks and 
to segment the market, to cherrypick the healthy and to exclude 
the less healthy. 

The Affordable Care Act, Mr. Chairman, is changing this. It is 
building a more equitable health care system which empowers con- 
sumers, establishes new consumer protections under the law, and 
gives consumers new information so they can make the best choices 
for themselves and their families. It is putting consumers back in 
control of their health care coverage by giving them an unprece- 
dented amount of clear information on the health care market, pro- 
tections that bolster the rights of consumers in dealing with insur- 
ance companies, and an innovative new marketplace. 

Most importantly, beginning in 2014, the Affordable Care Act 
will allow individuals, families, and small business owners to pool 
their purchasing power through new State-based exchanges in 
which insurers will compete based on price and quality, and people 
will be able to make apples-to-apples comparisons. 

In conclusion, Mr. Chairman, I have every confidence that the 
new Center for Consumer Information and Insurance Oversight 
within CMS will continue the vital work of the Office of Consumer 
Information and Insurance Oversight, and I look forward to the re- 
sults it will produce. Thank you for the opportunity to appear be- 
fore you today, and I would be happy to answer any questions you 
or the members of the committee may have. 

Mr. Stearns. I thank you, and I thank both of you for your open- 
ing statements. I will open with my series of questions. 

The ranking member indicated the efficiency of the Obamacare 
and how the people who got the waivers sent thank you letters 
back. I would submit that is like saying to a person who won the 
lottery, are you happy with the efficiency of the lottery that you 
won? They would explicitly say, yes, and be glad to send a lot of 
thank you letters back. 
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But having said that, Mr. Larsen, I just looked through your re- 
sume, and I noticed that Governor O’Malley appointed you as a 
member of the Maryland Health Service Cost Review Commission 
that actually sets the rates in the State. Is that true? 

Mr. Larsen. That is correct. 

Mr. Stearns. Are you still on that board? 

Mr. Larsen. No, I am not. 

Mr. Stearns. When did you leave that board? 

Mr. Larsen. When I started with the Federal Government. 

Mr. Stearns. OK. So I was a little concerned. I wasn’t sure 

Mr. Larsen. No, I am not. 

Mr. Stearns. OK. Let me move to this, Mr. Larsen, to this area 
of waivers. When we ask questions, we each have 5 minutes, so if 
you could just answer yes and no, and if we reach an impasse here, 
I will certainly give you a little time, but I am hopeful that you can 
answer most of the questions yes or no. 

I have been informed that you folks are considering or have 
given a waiver to the entire State of Florida. Is this true? 

Mr. Larsen. We established a process that permits States 

Mr. Stearns. No, not 

Mr. Larsen [continuing]. To apply. 

Mr. Stearns. Has the State of Florida received a waiver? Yes or 
no? 

Mr. Larsen. Yes. 

Mr. Stearns. OK. 

Mr. Larsen. Well, may I clarify? 

Mr. Stearns. Oh, sure. 

Mr. Larsen. The process that we set up for the States essentially 
allows the States to apply on behalf of 

Mr. Stearns. I understand. 

Mr. Larsen [continuing]. The issuer. 

Mr. Stearns. Just in curiosity, did New York State get a waiver, 
the entire State? 

Mr. Larsen. Not to my knowledge. 

Mr. Stearns. So only Florida. Can you list to me all the States 
that got a complete waiver? 

Mr. Larsen. Yes. I can confirm, I think it is Ohio, Tennessee, 
Florida, and there may be one more. 

Mr. Stearns. And New York City being considered? New York? 

Mr. Larsen. I don’t believe New York applied, but I can double 
check. 

Mr. Stearns. Can I ask you this question? Has New York ap- 
plied? 

Mr. Larsen. The State of New York? 

Mr. Stearns. State of New York. Our understanding they have 
applied. 

Mr. Larsen. Oh, they have applied. 

Mr. Stearns. OK. New York 

Mr. Larsen. But we haven’t made a decision. 

Mr. Stearns. Oh. I understand, but New York has applied. OK. 
So the question is, obviously, why would Florida need a waiver, 
why would New York need a waiver, and all these other States you 
are giving complete current blocks for these States? You know, I 
think for many of us under the 10th Amendment we believe the 
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States should be able to come up with their own health care and 
perhaps handle their health insurance market better than the gov- 
ernment. 

Simply tell me why would the State of Florida, perhaps New 
York, and why are these people, why do you think Florida needs 
a waiver, the entire State? 

Mr. Larsen. Sure. Sure. So the waiver program is set up to en- 
sure that that small percentage of employees under these small 
benefit policies can continue coverage. So in a small number of 
States there are State programs that authorize or require these 
limited-benefit policies. And so we made the determination to allow 
the States to apply on behalf of the issuers in their State. 

Mr. Stearns. Now, the big question is, OK, all these States, you 
are 1 year into this, and you are recognizing large States and small 
States, you are giving waivers, what happens in 2014? In fact, 
these waivers are only for 1 year, aren’t they? 

Mr. Larsen. That is correct. 

Mr. Stearns. OK. So then all these States will have to come 
back in the year 2013? 

Mr. Larsen. We made the decision for a 1-year waiver in order 
to gather better information about these types of policies 

Mr. Stearns. If they needed a waiver 

Mr. Larsen [continuing]. And we will determine 

Mr. Stearns [continuing]. In 2011, won’t they need a waiver in 
2012, and ’13, so you will go back and give a waiver 

Mr. Larsen. Well 

Mr. Stearns [continuing]. Presumably again? 

Mr. Larsen [continuing]. I was trying to answer. We haven’t 
made a determination about 

Mr. Stearns. OK. 

Mr. Larsen [continuing]. What happens. These policies and 
these waivers represent a glide path, if you will, a transition to 
2014, so we set them up to do the first year, to gather data, and 
then determine what the next steps would be between now and 
2014. 

Mr. Stearns. Would it be fair to say then the year 2014, none 
of these people will get waivers, or will you consider giving waivers 
ever after the exchange is in place? 

Mr. Larsen. In 2014, consumers will have access to full coverage, 
not the types of limited-benefit policies that they have today, so in 
2014, there won’t be limited-benefit policies to be waived from. 
Consumers will have access to the full range of benefits. 

Mr. Stearns. I guess the basic question was McDonald’s is a 
large corporation that got a waiver. Is that true? 

Mr. Larsen. The carrier that provides coverage to McDonald’s, 
yes. 

Mr. Stearns. Got a waiver. And didn’t Waffle House get a waiv- 
er? I don’t know. I think the staff is saying yes. 

Mr. Larsen. OK. 

Mr. Stearns. So I assume — I would think you should know 
these. 

Mr. Larsen. Well, I haven’t memorized the list of 

Mr. Stearns. Well, some of the big ones like McDonald’s and so 
forth I would think you would know. 
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Mr. Larsen. Well, I do know about McDonald’s. 

Mr. Stearns. Well, let me ask you. Did Denny’s get one? 

Mr. Larsen. I would have to look at the list. 

Mr. Stearns. OK. How many private corporations, do you know, 
just off hand? A dozen or 100 or 

Mr. Larsen. Well 

Mr. Stearns [continuing]. Because you got 915 that got waivers, 
and you said you denied 61, so out of that 915 you gave me a per- 
cent. How — so I guess some of the large corporations got these 
waivers. 

Mr. Larsen. When we think about the waivers, we think about 
the type of employers and issuers that have applied. So self-insured 
employers, for example 

Mr. Stearns. OK. 

Mr. Larsen [continuing]. Represent 49 percent of the applicants, 
we have 

Mr. Stearns. I can’t miss this question. Where in the Health 
Care Bill does the word waiver — can you give me the specific line 
where it says waivers will be granted to health care providers in 
the Health Care Bill? Where do you get your 

Mr. Larsen. Sure. The annual limits provision of the Affordable 
Care Act specifically directs the Secretary to implement this provi- 
sion in a way that ensures 

Mr. Stearns. But the word waiver is not in there. 

Mr. Larsen. I don’t know whether the word 

Mr. Stearns. We couldn’t find it anywhere. So you are saying 
your interpretation is implying that your definition of waiver is 
through that interpretation of the language? 

Mr. Larsen. To comply with the requirements of the ACA. 

Mr. Stearns. OK. My time is expired. 

The ranking member, Ms. DeGette. 

Ms. DeGette. Thank you very much. Mr. Larsen, when you say 
that a waiver was given to Florida, that doesn’t mean every in- 
sured person in Florida was given a waiver. Correct? 

Mr. Larsen. That is correct. 

Ms. DeGette. I mean, basically, what it is is waivers were given 
to some States that had State laws that would violate the new fed- 
eral law, and they were given specifically for these individual mar- 
ket plans within those States. Correct? 

Mr. Larsen. Sure. States that have — yes. 

Ms. DeGette. So how many States did that involve? 

Mr. Larsen. I think we have approved four States to date. 

Ms. DeGette. Four States. And those States were approved 
based on their State laws that might have affected those individual 
plan markets. Correct? 

Mr. Larsen. Even the applicants in the States had to still satisfy 
the regulatory standard for getting a waiver. 

Ms. DeGette. So there was no political — someone from the 
White House didn’t call you folks up and say, approve these States 
because it is going to be important in the election next year. 

Mr. Larsen. No, and we applied the standards consistently 
across all applicants 

Ms. DeGette. Thank you. 

Mr. Larsen [continuing]. Whether it was State applicant or 
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Ms. DeGette. Now, Mr. Larsen, some have alleged that the proc- 
ess through which waivers to annual limits are granted lacks 
transparency, so I want you to walk us through the process by 
which your agency makes waiver decisions. Can you briefly de- 
scribe the factors that you take into account when evaluating waiv- 
er requests? 

Mr. Larsen. Yes, and the standards were set out in the regula- 
tion that we issued subsequent to the passage of the ACA. The 
standard 

Ms. DeGette. Can you briefly describe those standards? 

Mr. Larsen. Sure. So the regulatory standard requires that an 
applicant show that there either be a significant increase in pre- 
miums or significant decrease in access to care. So that is the regu- 
latory standard. We then issued subsequent guidance, I believe in 
November, that articulated factors that we use in evaluating those 
two standards, which include whether the compliance with the re- 
strictions on the annual limits would result in a decrease in access 
to benefits, looking at the policies’ current annual limits. If the an- 
nual limits are particularly low, there will be more of an impact, 
looking at the change in percent of — the change in premiums in 
terms of percentage, and then the change in premiums in terms of 
absolute dollar values, and then the number and types of benefits 
that would be impacted by application of the law. 

Ms. DeGette. And is my understanding accurate that CCIIO has 
reached out and continues to reach out to stakeholders to make 
sure that you are addressing any concerns that they may have re- 
garding the waiver process? 

Mr. Larsen. We do. 

Ms. DeGette. And in which way? 

Mr. Larsen. Well, we have constant interaction with the appli- 
cants as they file, and if they have issues, hopefully they are 
brought to my attention, and we seek to resolve them, and I think 
as was mentioned earlier we have what I believe is very positive 
feedback that we have received from applicants. 

Ms. DeGette. Now, as you describe, you put out an interim final 
rule and guidance on the waiver process, and about 90 percent of 
the applicants for waivers have been approved, so that would seem 
to me that the process is working because people understand what 
the criteria are, and they understand how to go through the proc- 
ess. 

But there has been one concern that has been raised, and not by 
this committee but by Chairman Issa’s committee, the Oversight 
Committee, they said that you had not adequately defined some of 
the criteria you use in making decisions. For example, he said you 
hadn’t published a clear bright line numerical definition of a large 
premium increase. 

So I guess my question is is it accurate that you have not pub- 
lished a strict numerical definition of what constitutes a large or 
significant premium price increase? 

Mr. Larsen. That is right. We do not have 

Ms. DeGette. And can you tell me why not? 

Mr. Larsen. Sure. We took the view that applying an absolute 
number would not adequately allow us to fairly process the applica- 
tions as they came in because the applications in terms of the num- 
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ber of employees affected, in terms of their baseline premiums, 
they all — they vary significantly. So, for example, you could have 
a policy that had a very high premium but a low percent impact 
but actually still has a significant impact on people that pay the 
premiums. 

So picking an absolute number we didn’t think would be the best 
approach. 

Ms. DeGette. But just because you don’t have an absolute num- 
ber doesn’t mean you don’t have criteria. Correct? 

Mr. Larsen. No. We do have criteria. 

Ms. DeGette. Thank you very much. I yield back. 

Mr. Stearns. The gentlelady yields back. Our next — Dr. Burgess. 

Dr. Burgess. Thank you, Mr. Chairman, and Mr. Angoff, it has 
already been pointed out we have 5-minute increments in which 
our lives are lived, so I am going to ask you a series of questions, 
and I am going to ask us to go fairly quickly, so if we can, yes or 
no answers. 

When you came and visited me in my office, I believe it was No- 
vember 30, I had some questions then you were kind enough to an- 
swer. We had the luxury of additional time, but today we need to 
go fairly quickly, so I am going to list a number of functions that 
it is my understanding were under your — when you were the head 
of OCIIO, the previous agency, that they were under your purview. 
So please let me know as I read through this list, please acknowl- 
edge that they were under your jurisdiction, or if they were not, let 
me know that as well. 

So children with pre-existing conditions? 

Mr. Angofe. Yes. 

Dr. Burgess. Healthcare.gov? 

Mr. Angoff. Yes. 

Dr. Burgess. Rescissions. 

Mr. Angoff. Yes. 

Dr. Burgess. No rescissions. 

Mr. Angoff. Right. The rule prohibiting rescissions. 

Dr. Burgess. The co-op program? 

Mr. Angoff. Yes. 

Dr. Burgess. Federal high risk pool? 

Mr. Angoff. Yes, which is the same as the pre-existing condition 
insurance plan. 

Dr. Burgess. Waivers for insurance plans? 

Mr. Angoff. Yes. 

Dr. Burgess. Grandfathered regulations? 

Mr. Angoff. Yes. 

Dr. Burgess. Early retiree programs? 

Mr. Angoff. Yes. 

Dr. Burgess. Annual limits? 

Mr. Angoff . Yes. 

Dr. Burgess. Waivers for businesses? 

Mr. Angoff. Yes. 

Dr. Burgess. State exchanges? 

Mr. Angoff. Yes. 

Dr. Burgess. Coverage for children under parents’ plans? 

Mr. Angoff. Yes. 

Dr. Burgess. Age 26. 
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Mr. Angoff. Right. 

Dr. Burgess. And the medical loss ratio? 

Mr. Angoff. Yes, sir. 

Dr. Burgess. So all these things are functions for which you 
were responsible for overseeing and implementing? 

Mr. Angoff. Correct. 

Dr. Burgess. Can you help us — I have got a copy of the Patient 
Protection Affordable Care Act here. Can you direct us to the sec- 
tion of PPACA that authorizes OCIIO to speak in acronyms for just 
a moment? 

Mr. Angoff. The Secretary has discretion to manage and operate 
her office, but to answer your question. Congressman, there is no 
particular specific authorization in the bill that says there shall be 
created an Office of Consumer Information and Insurance Over- 
sight. That is part of the Secretary’s discretion. 

Dr. Burgess. So there is no authorization statute in the law that 
was signed by the President on March 23 of last year? 

Mr. Angoff. Well, the functions are authorized. The specific of- 
fice, there is no section of the bill which 

Dr. Burgess. So what about CCIIO, the follow-on organization? 
Is there a section in here that I have missed that authorizes the 
follow-on organization? CCIIO, whatever exists today? 

Mr. Angoff. There is no section specifying the name OCIIO or 
CCIIO. 

Dr. Burgess. Neither branch of the federal agency was specifi- 
cally authorized under the legislation. 

Mr. Angoff. But the functions that those agencies carry out are 
authorized in the bill. 

Dr. Burgess. So when in the timeline were you hired by the Ad- 
ministration for the purposes of creating and running OCIIO? 

Mr. Angoff. I was hired, I believe my first day on the job was 
February 16, and 

Dr. Burgess. February 16 of 2010? 

Mr. Angoff. February 16 of 2010. The 

Dr. Burgess. Happy anniversary then. 

Mr. Angoff. Oh, thank you very much. 

Dr. Burgess. And I have the Federal Register from April 19, 
2010 

Mr. Angoff. Right. 

Dr. Burgess [continuing]. Which talks about the Secretary orga- 
nizing your agency. 

Mr. Angoff. Yes. Before you wished me happy anniversary I was 
about to say that the office was authorized on April 19. 

Dr. Burgess. So March 23, signed into law, April 19, Federal 
Register, within a month of passage the Administration realized 
that they needed and the legislation lacked and they were able to 
divert funds to hire you, create OCIIO, and do this whole creation 
basically out of thin air, out of whole cloth because it wasn’t au- 
thorized in statute. 

Mr. Angoff. Well, obviously I wouldn’t agree with that charac- 
terization. 

Dr. Burgess. Well, OK. Well, what about — this is pretty simple 
then. Where did the money come from? Where was the funding for 
OCIIO? 
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Mr. Angoff. The money came from the $1 billion that was ap- 
propriated as part of the ACA and then in addition, there are cer- 
tain statutes, certain provisions of the Affordable Care Act which 
carried with them funding to carry out those particular provisions. 

Dr. Burgess. So would a correct characterization be you were 
able to skim money off say some areas like the money for the high 
risk pools to fund your organization? 

Mr. Angoff. No. That is not a characterization, and that is not 
an accurate characterization because — for this reason. 

Dr. Burgess. Perhaps you would be able to provide to the Com- 
mittee a detailed budget of where the money came from, the mil- 
lion dollar initial authorization, but there were other agencies mak- 
ing draws on that as well. Presumably you had at the end of the 
day your agency merged into another one, how many employees 
were working for you? 

Mr. Angoff. Two hundred and fifty-two. 

Dr. Burgess. All right. That is not inexpensive to hire 252 peo- 
ple in Washington or Maryland. 

Mr. Angoff. No. If I could just go back, though. Congressman, 
just to one point because I think it is very important to realize that 
the Act has certain sections which carry with it specific appropria- 
tions for those sections. 

Dr. Burgess. Let me just ask you very briefly. Do you have and 
can you produce for the Committee a delegation of authority from 
the Secretary of HHS that we can use to better understand what 
your services were at OCIIO? 

Mr. Angoff. Yes. There was such a delegation, and I am happy 
to produce it. 

Dr. Burgess. I yield back. Thank you, Mr. Chairman. 

Mr. Stearns. Thank the gentleman, and the gentleman from 
Michigan, Mr. Dingell, is recognized for 5 minutes. 

Mr. Dingell. Please respond yes or no to this — these questions 
if you can, and if the answer is no, would you also please submit 
a detailed explanation for the record? 

One, the underlying goal of the Affordable Care Act was to pro- 
vide affordable quality health care for all. Do you believe the lim- 
ited benefits plans provide that quality and that they provide com- 
prehensive care to consumers? Yes or no? 

Mr. Angoff. No. 

Mr. Dingell. OK. Next, we know that millions of Americans do 
rely on limited-benefit plans. Do you believe consumers have been 
adequately informed about the benefit limits under these plans? 
Yes or no? 

Mr. Angoff. No. 

Mr. Dingell. The waivers are for how long? Only for 1 year. 
Right? 

Mr. Angoff. Yes, sir. 

Mr. Dingell. And they will be reviewed at the end of that year? 

Mr. Angoff. Yes, sir. 

Mr. Dingell. So you will have the chance to reissue the waiver 
or to deny the waiver at that particular time. 

Mr. Angoff. That is correct. 

Mr. Dingell. This is a transitional step, is it not? 

Mr. Angoff. Yes, it is. 
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Mr. Dingell. And the purpose is to see to it that you don’t take 
away from the recipients of the benefits under these plans, the ben- 
efits that they are receiving while you set up the larger plan as re- 
quired by the statute. Is that right? 

Mr. Angoff. That is exactly right. 

Mr. Dingell. Now, under ACA the Secretary has authority to de- 
termine what is restricted annual limits, and the responsibility to 
also protect consumer access to essential health benefits. We know 
that we allow an appropriate transition time. Some States, employ- 
ers, and insurers would be unable to comply with the no annual 
limits provision and without an adverse impact on coverage or pre- 
miums. Is that correct? 

Mr. Angoff. Yes, sir. 

Mr. Dingell. Do you believe that waivers are necessary to pro- 
vide an uninterrupted, affordable transition coverage to individ- 
uals? 

Mr. Angoff. I do. 

Mr. Dingell. And you will be reviewing these matters as we 
move towards 2014, and the full statute goes into effect. 

Mr. Angoff. That is correct. 

Mr. Dingell. Is that right? Do you believe that the necessary 
guidance and assistance from the CCIIO has been readily available 
and accessible to assist potential applicants in completing the waiv- 
er application process? Yes or no? 

Mr. Angoff. Yes. 

Mr. Dingell. Do you believe that CCIIO has dedicated an ade- 
quate amount of staff time to be responsive to potential applicants 
regarding the waiver application process? Yes or no? 

Mr. Angoff. I do. 

Mr. Dingell. And you have put considerable effort into seeing to 
it that those resources are available for that purpose. 

Mr. Angoff. Yes, we have. 

Mr. Dingell. Do you believe that the waiver process has pro- 
vided an ample and an adequate transition time for employers and 
employees to comply with the Affordable Care Act? 

Mr. Angoff. Yes, sir. 

Mr. Dingell. And that, of course, is, again, one of the purposes 
of the waiver provisions. 

Mr. Angoff. Yes, it is. 

Mr. Dingell. Waivers are being granted. Is that right? 

Mr. Angoff. Yes, it is. 

Mr. Dingell. Now, do you believe that the enrollees will receive 
greater information about the limited benefits in their health plan 
under the waiver process? 

Mr. Angoff. I do. 

Mr. Dingell. Now, let us try and summarize. The — we are mov- 
ing towards the establishment of the national plan which takes 
place in about 2014. This is going to be a very complicated exercise 
and a complicated plan. You will be reviewing these waivers peri- 
odically to see to it that they further your purposes of and the pur- 
poses of the statute in getting us where we can have a good work- 
able national plan which provides to an orderly transition to that. 
Is that correct? 

Mr. Angoff. That is correct. 
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Mr. Dingell. Now, if you did not grant these waivers, what 
would he the practical result? As I read it, you would he kicking 
all these people off their plans, they would receive no benefits, and 
so we would have a very large problem of a lot of people not receiv- 
ing any coverage at all. Is that correct? 

Mr. Angoff. Yes, it is. 

Mr. Dingell. The plans are — a lot of these plans are subject to 
criticism on the adequacy of the benefits provided, but nonetheless, 
that is better than having no plans to cover these people, which 
could happen if you did not give the waiver. Is that correct? 

Mr. Angoff. That is true. 

Mr. Dingell. Mr. Chairman, I note that I have 18 seconds to 
yield back. Thank you. 

Mr. Stearns. I thank the gentleman, and next we will go to Mr. 
Murphy. 

Mr. Murphy. Thank you, Mr. Chairman. The Institute of Medi- 
cine has been asked by HHS to make recommendations on the cri- 
teria and methods for determining and updating the essential 
health benefits package called for by the Affordable Care Act, and 
you know. Congress did not call for definition of medical necessity 
in the bill. While the House bill included a definition, it was not 
included in the final bill as amended. 

But as I understand it Health and Human Services has asked 
the Institute of Medicine to review definitions and applications of 
medical necessity, which we didn’t call for in the Affordable Care 
Act, and is outside the scope of defining essential benefits. 

Can you tell me what authority does HHS believe it has to in- 
clude this in the definition of essential health benefits? 

Mr. Larsen. Well, I can try and answer that. I apologize. I know 
that the Institute of Medicine has been tasked with helping HHS 
define what essential benefits are, and that will also be supple- 
mented with a study by the Department of Labor. I have to confess 
I am not familiar with the medical necessity component of the task 
that has been asked, so I can follow up. 

Mr. Murphy. Can you do that? I would really appreciate if you 
would follow up. That would be great. Thank you. 

Mr. Larsen. I will do that. 

Mr. Murphy. Now, I want to ask a little bit more about these 
waivers. One of the waivers from the State of Ohio, my neighbor 
in Pennsylvania, and it is interesting a statement from Mary Jo 
Hudson, who is the Director of the Ohio Department of Insurance, 
was this. She said, “Not allowing a blanket waiver for all compa- 
nies for basic and standard open enrollment in group conversion 
options would lead to an unlevel playing field. Some companies will 
seek waivers while others won’t.” 

I think that is a good point, but how are you sure you haven’t 
created some sort of an unlevel playing field, make sure everyone 
affected by the bill, the annual limits, know that they can apply for 
waiver? 

Mr. Larsen. Yes, thank you, and I don’t think we have created 
an unlevel playing field. There are a small number of States that, 
through State policy, have encouraged or required insurance com- 
panies to offer these as we call them, mini-med policies, in order 



37 


to make sure that there is a policy available for some people who 
otherwise couldn’t afford coverage. 

And in establishing the waiver process and particularly the State 
process, we did want to make sure that people who have that cov- 
erage can, today, continue that coverage. So we set up a process 
that allows for the States, when there is a State policy or law or 
program that requires carriers or establishes a program that offers 
these types of mini-med policies to apply for a waiver. 

Mr. Murphy. It still is a situation in question, is everybody well- 
informed? Are you comfortable with how people are informed that 
they can apply for waivers, and they understand the terms and 
conditions of — once they can obtain a waiver? 

Mr. Larsen. We are. Again, I think we have been very trans- 
parent in publicizing this. The States are aware of it. We have 
worked through a number of different outside entities and trade 
groups and the NEIC to make sure that the word got out that 
there was an option to apply for these types of waivers. 

Mr. Murphy. How about a medical loss ratio? A number of 
States have applied for things, Georgia, Iowa, Maine, South Caro- 
lina, Texas, et cetera, all requesting waivers for medical loss ratio. 
Have any of the States contacted you about waivers for the MLR? 

Mr. Larsen. I would answer that in two ways. Before the med- 
ical loss ratio regulation was issued in December, we received a 
number of letters from States because the statute contemplates a 
State-based waiver process, but we hadn’t set up the process yet. 
So we did receive letters from States before the regulations were 
issued. 

Since the regulations were issued in December that laid out the 
process for applying, I believe we have received three States 

Mr. Murphy. Would you let us know all the States that have 
that under — and what standards would a State obtain an exemp- 
tion? 

Mr. Larsen. Sure. Well, the standards are set out in the regula- 
tion. 

Mr. Murphy. Just make sure we know that. 

Mr. Larsen. Yes. 

Mr. Murphy. The other thing I want to know is with the waivers 
that are being granted on multiple levels, has anyone done an eco- 
nomic or financial analysis of what this means in terms of the over- 
all financial stability or instability, whatever, of the entire health 
care package? 

Would either of you know what that is? 

Mr. Larsen. I am not familiar with a study that looks at the im- 
pact of waivers. 

Mr. Murphy. The issue being that if someone is required to par- 
ticipate, then they are waived from that, I don’t know what this ac- 
tually means in terms of revenues spent, revenues locked in. We 
are trying to get a handle on what all this means and the whole 
financial analysis of this bill and not clear if anybody is doing that 
analysis. 

Mr. Larsen. Well, in the transition between now and 2014, I 
think these limited waivers are beneficial to all the stakeholders, 
to both — either the companies or the issuers or the States or the 
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beneficiaries so that they can continue the coverage between now 
and 2014. 

Mr. Murphy. Thank you very much. 

Mr. Stearns. The gentleman yields back the balance of his time. 
Mr. Green is recognized for 5 minutes. 

Mr. Green. Thank you, Mr. Chairman. Annual limits or cov- 
erages we understand can be a pretty rotten deal if you are really 
ill for consumers. You pay premiums for many years and then all 
of a sudden you find out that your wife has cancer or maybe your 
child that was just born has some terrible illness that you have to 
have a lot of health care for, and your insurance company ends up 
paying a lot and then they end up hitting up against that annual 
limit and sometimes even a lifetime limit. 

Unfortunately until health care law was implemented, will be 
implemented in 2014, there are some people who have a choice be- 
tween a plan with low annual limits on coverage or no coverage at 
all, and Congress intended to make sure that people enrolled in 
these plans wouldn’t see their premiums rise dramatically or see 
their options for coverage disappear while employers adjust to new 
consumer protection rules and the full range of health care re- 
forms. 

Mr. Larsen, am I correct that the waiver process that we are 
talking about today was envisioned by Congress and put into place 
to help consumers in these low-cost and low-benefit plans? 

Mr. Larsen. That is correct. 

Mr. Green. It is my understanding that these waivers are tem- 
porary and that they only last for a year, and they won’t be avail- 
able in 2014, or after. Is that correct? 

Mr. Larsen. That is correct. 

Mr. Green. Mr. Larsen, what are some of the benefits that will 
be available to low-wage workers once the annual limit ban be- 
comes firm in 2014? 

Mr. Larsen. Well, the entire landscape changes to the benefit of 
the consumer. They will have access to an insurance marketplace; 
there will be increased competition, benefits will be fuller; there 
will be premium subsidies available for individuals who can’t afford 
to purchase insurance; but, the insurance that they purchase will 
now have full coverage and not the restricted limits that, unfortu- 
nately, some people have today. 

Mr. Green. OK, and the waiver process I know benefits busi- 
nesses, too. Health and Human Services implementing the ban on 
annual limits incrementally, starting with the floor of $750,000 in 
coverage for central care annually and raising that floor gradually 
until annual limits are eventually prohibited. Business and health 
plans would see substantially higher exposure to claims under even 
this incremental approach can apply for short-term waivers. 

What percentage of the businesses that have applied for these 
short-term waivers received them? 

Mr. Larsen. Well, we approved the vast majority of the appli- 
cants that came in. Some are Taft-Hartley Plan, some are self-in- 
sured businesses, some are issuers, but overall I think the approval 
rate is about 95 percent or so. 
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Mr. Green. That is what our staff has come up with, about 90 
percent and these are requests from businesses who are asking for 
that short-term waiver so they can grow into the health care. 

Mr. Larsen. That is right. 

Mr. Green. It seems to me the waiver process implemented is 
just the sort of thoughtful approach that we want in a health in- 
surance reform plan. The President advocated the ban on annual 
limits is a critical consumer protection, and the waiver process al- 
lows the Administration to implement that protection with due re- 
gard to individual circumstances and individual particular con- 
sumers and businesses. 

The prohibiting annual limits is important reform that responds 
to one of the worst features of our insurance market today, and, 
again, I served 20 years in the legislature, and I understand what 
happens in legislatures where you have very low-limit policies be- 
cause you hope sometimes somebody has one, just has a policy. 

Annual limits can leave consumers, particularly those with ex- 
pensive and chronic conditions and those experiencing catastrophic 
medical limits, with enormous medical debt and without an ability 
to access the health care. Congress included a ban on annual limits 
in the Reform Bill, but it also gave HHS the authority to waive it. 

It is my understanding this waiver process was necessary to en- 
sure the small number of people in certain low-cost, low-benefit 
plans, often called mini-meds, which still have access to at least 
some coverage before health care reform is fully implemented. Is 
that your understanding, Mr. Larsen? 

Mr. Larsen. That is right. 

Mr. Green. Since this waiver process does not represent a flaw 
in the health care law but rather a recognition that flexibility and 
accommodation of unique circumstances — ^you don’t turn around a 
battleship or an aircraft carrier immediately just like you don’t 
turn around our health care plan. 

Under circumstances would be required we build towards full 
range of consumer protections, and benefits will be available to all 
Americans in 2014. Is that correct? 

Mr. Larsen. That is correct. 

Mr. Green. In fact, the waiver process responds to an uncom- 
mon, relatively uncommon set of circumstances. What percentage 
of the people in private insurance plans, Mr. Larsen, are covered 
by plans that have received a waiver? 

Mr. Larsen. Well, again, the number is about 2V2, so less than 
2 percent of people that have employer-based coverage are in plans 
that have received a waiver. 

Mr. Green. So we are addressing this problem, but less than 2 
percent 

Mr. Larsen. That is right. 

Mr. Green [continuing]. Have requested or received a waiver. 
Compared to the number of people receiving protection against an- 
nual limits under the Affordable Care Act, I would call that num- 
ber a very small amount. I wish we didn’t have to issue any waiv- 
ers from this important protection, but just over 1 or 2 percent 
seems fairly minor. 

In addition, the annual limit restrictions are but one important 
part of the series of protections that have been implemented since 
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enactment. Young adults can now stay on their parents’ policies 
until 26, lifetime limits have been eliminated, plans must cover 
preventative care for free. 

Mr. Larsen, are any of these protections or any of those protec- 
tions being waived? 

Mr. Larsen. No. No, sir. 

Mr. Green. OK. So the core protections of the law continue to 
be implemented smoothly with benefits for families, employers in 
this area. Is that correct? 

Mr. Larsen. That is correct. 

Mr. Green. OK. Thank you, Mr. Chairman. I will yield back my 
time. 

Mr. Stearns. All right. Thank the gentleman. The gentlelady, 
Mrs. Myrick, is recognized for 5 minutes. 

Mrs. Myrick. Thank you, Mr. Chairman. Thank you both for 
being here. 

The center contains the Office of Insurance Programs, which will 
administer the temporary high-risk pool program called the Pre- 
Existing Condition Insurance Plan. The health care law created 
this program with $5 billion in funding. Correct? I guess these 
probably go to Mr. Larsen since you are the head of that right now. 
Correct? 

Mr. Larsen. I can speak somewhat, and Jay can as well. 

Mrs. Myrick. OK. Well, whoever wants to answer. Go ahead. 
OK. Is — the $5 billion is correct. Right? 

Mr. Angofe. Yes. 

Mrs. Myrick. And HHS recently announced the enrollment in 
the program. What was the number? 

Mr. Mstgoff. Approximately 12,000. 

Mrs. Myrick. Twelve thousand, which seems awfully low consid- 
ering the fact that pre-existing conditions were used routinely as 
one of the reasons that we needed to have the law. So don’t you 
think the health care law, an unprecedented intrusion into the 
health care sector, was probably oversold by continually referencing 
those who had pre-existing conditions? 

Mr. Angofe. No, I don’t think so. Congresswoman. And I don’t 
think it is law. The program has only been up for a couple of 
months. It is a transitional mechanism. It is only necessary be- 
cause, under current law, insurance companies are permitted to ex- 
clude people based on health status and to charge more based on 
that. 

Mrs. Myrick. Well, when the report was issued last April CMS’s 
Chief Actuary said the creation of a national high-risk insurance 
pool will result in roughly 375,000 people getting coverage in 2010, 
and if only 12,000 have enrolled, it seems to me that that is an 
overestimate of about 360,000 people for last year. 

Mr. Angofe. No question that prediction has proved to be inac- 
curate. There were fears that the program would be overrun, and 
that has not occurred. 

Mrs. Myrick. Well, the Washington Post did a story also at the 
end of 2010, in December, the open question was — this is what 
they said. It is an open question whether the $5 billion allotted by 
Congress to start up the plans will be sufficient. Do you think 
these high-risk pools will need additional funding? 
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Mr. Angoff. No, I don’t. 

Mrs. Myrick. The same news article states New Hampshire’s 
plan has only about 80 members, but they already have spent near- 
ly double the $650,000 the State was allotted. Is this true? 

Mr. Angoff. No, it is not. They spent more than the amount that 
was allotted for 1 year, but they are well under the amount that 
was allotted for the entire lifetime of the program. 

Mrs. Myrick. And how many people are they scheduled to enroll 
then in the program? 

Mr. Angoff. I am sorry? 

Mrs. Myrick. How many people are they scheduled to enroll in 
the program based on what you are saying? 

Mr. Angoff. I can’t give you a projected number of people, but 
I do know that the projections are that they will not exceed the 
amount that they have been allotted for the entire lifetime of the 
program. 

Mrs. Myrick. Will States like New Hampshire be provided any 
more money then in case they do? 

Mr. Angoff. There is a process pursuant to which money could 
be reallocated but 

Mrs. Myrick. Does that mean reallocated from other States that 
aren’t spending it or 

Mr. Angoff. Yes, but that is very unlikely because there is no 
State which has spent more than its allocation for the period of 

Mrs. Myrick. At this point. 

Mr. Angoff [continuing]. That the program would be in place, 
and as you pointed out, there is a lot of money left to insure a lot 
of people, and we are looking forward to doing that. 

Mrs. Myrick. The article also states that although they collect 
enrollment data monthly, they have decided — ^you have decided to 
report it on a quarterly basis. Can you commit to reporting it on 
a monthly basis instead of quarterly since the data is available? 

Mr. Larsen. I would have to go back and check with our systems 
folks. 

Mrs. Myrick. Would you do that? 

Mr. Larsen. Sure. 

Mrs. Myrick. Because it seems like, if it is overestimated enroll- 
ment that is still spending more than it was originally promised, 
if you wait on the quarterly data instead of doing it monthly, it just 
doesn’t 

Mr. Larsen. Sure. 

Mrs. Myrick [continuing]. Serve the purpose, and it technically 
kind of eliminates political damage. 

Mr. Larsen. Well, we can do that, and to Mr. Angoffs point, the 
initial period, the start-up, getting this set up was where the re- 
sources were devoted to, to make sure that the program was up 
and running. 

Mrs. Myrick. OK. 

Mr. Larsen. So we understand that there are estimates out 
there that are higher than the 12 . We know, for example, that after 
we got the program up and running and we started the outreach, 
I think, in the last period, enrollment has increased 50 percent. So 
we are already seeing a very rapid rise in the enrollment of this. 
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and we fully expect that to grow as we now, having stood the pro- 
gram, have had the opportunity to get the work 

Mrs. Myrick. Got one more question because I am running out 
of time. HHS recently announced that new resources will be avail- 
able to increase awareness of the program. Correct? 

Mr. Larsen. Correct. 

Mrs. Myrick. And so some of those include working with the 
U.S. Social Security Administration on a comprehensive outreach 
campaign. Any idea on the cost of that? 

Mr. Larsen. I don’t, sitting here today, but I will get that 

Mrs. Myrick. If you will get it back to me. 

Mr. Larsen. Absolutely. 

Mrs. Myrick. I mean, there has already been so much discussion 
about this Health Care Bill, and there has been so much aware- 
ness, et cetera, during the long period we debated it that my con- 
cern is do we really need to spend more dollars right now on addi- 
tional outreach? So 

Mr. Larsen. Well, I think we 

Mrs. Myrick [continuing]. Mr. Chairman — go ahead. 

Mr. Larsen [continuing]. Have learned that it really takes a lot 
of effort. Many of these people have had a tough time; they have 
medical conditions; they don’t have coverage; so, we are going to 
work with hospitals and providers and other sources to make sure 
that they get what they need, and they are aware of this program. 

Mrs. Myrick. Thanks. I am out of time. 

Mr. Stearns. Thank the gentlelady. Ms. Schakowsky, recognized 
for 5 minutes. 

Oh, Mr. Waxman. I didn’t see you. 

Mr. Waxman. Thank you very much, Mr. Chairman. Some of the 
Republicans on this committee and elsewhere have been relentless 
in their attacks on the Health Care Bill generally and on your Of- 
fice’s implementation of the bill in particular. One of the main alle- 
gations is that CCIIO has acted with bias in granting waivers to 
annual limits on essential benefits coverage. 

Representative Gingrey alleged that the waiver process has been 
“highly political and selective,” and that politics and insider status 
rather than objective criteria have been guiding this process. Oth- 
ers have suggested that an increase in waiver grants following the 
November, 2010, election reflects potential reward of political al- 
lies. Subcommittee Chairman Stearns said, “From December, 2010, 
to January, 2011, the number of waivers grew from 222 to over 
700, and yes, a lot of those waivers are going to unions.” 

Mr. Larsen, before this hearing HHS turned over to the Com- 
mittee detailed information on all approvals and denials of requests 
for waivers from the New Annual Limits Provisions of the Afford- 
able Care Act. I would like to get your thoughts on what this infor- 
mation shows about the allegations of bias. 

The information HHS has provided the committee shows that of 
applications by union plans or plans that serve union members 14 
percent were denied waivers compared to denial rate of about 3 
percent for all other applicants, so plans to serve union members 
are almost five times as likely to be denied waivers as other appli- 
cants. 
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Do you think this information supports allegations that CCIIO is 
showing favoritism toward unions? 

Mr. Larsen. No. It doesn’t, and to be clear, we didn’t solicit ap- 
plications from any particular sector. We didn’t favor applicants 
from any particular sector or type of applicant. I know it has been 
described in some cases as a high percentage of union approvals, 
but as I think the data show, and hopefully we have clarified for 
you all, those are generally the Taft-Hartley Plans, which, in fact, 
are employer-sponsored coverage. They are not union plans, and so 
as you point out, there is a very — a small percentage, in fact, of 
unions that have gotten waivers, a much higher percentage of em- 
ployer-based coverage. 

Mr. Waxman. I guess to say that unions are getting special treat- 
ment, which they are not, is a way to get people angry because 
they want to stir up hostility to unions, although the unions, unfor- 
tunately, are shrinking to less and less an important part of our 
economy. 

Mr. Larsen, the information received from our committee indi- 
cates that there was a spike in waiver grants in January of this 
year. Can you explain why there was such an increase? 

Mr. Larsen. Yes. So we require applicants to submit their re- 
quests 30 days in advance of the plan year, the policy year for 
which the coverage takes effect, and because many plan and policy 
years begin on January 1, as you might expect, right around De- 
cember 1 and the end of November we received an increase in the 
number of waiver applications to coincide with the large number of 
plans. 

So there is kind of a bubble, and things have receded back down 
closer to the levels that we saw right before December. 

Mr. Waxman. Well, let me be very specific. I want to ask you this 
question. Is political support for the Obama Administration a factor 
in any way for the CCIIO considering and evaluating applications 
for the waivers to annual limit? 

Mr. Larsen. No, not in any way. 

Mr. Waxman. And can you assure this committee that your office 
has handled the waiver process in an unbiased fashion? 

Mr. Larsen. We handle the applications in an unbiased fashion. 

Mr. Waxman. So when people make these charges, there is no 
basis for these charges. They are all political. It is all propaganda. 
It is just another attack on this Administration, another attack on 
the Health Care Bill. 

I am a strong believer in effective oversight, but this redoric and 
tone surrounding the attacks on HHS implementation of the health 
care law has me very concerned. Opponents have hurled one accu- 
sation after another at HHS and at the Health Care Bill, and then 
when the facts emerge, the allegation turns out to be unfounded. 

I hope that we are not going to do this in oversight on all the 
issues that we have before us. I just hear these statements that I 
know are untrue. The Republicans say that they had a bill that 
would have accomplished all the same things that the Democratic 
bill would have accomplished. It would have stopped the discrimi- 
nation for pre-existing conditions, it would have stopped these dis- 
criminations by insurance companies. That isn’t what they pro- 
posed at all, and they didn’t propose anything that covered Ameri- 
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cans. Maybe $3 million, not the $30 million that the bill covered. 
I just get frustrated that we have to run after the falsehoods with 
truth. 

I yield back the balance of my time. 

Mr. Stearns. Gentlelady from Tennessee is recognized for 5 min- 
utes. 

Mrs. Blackburn. Thank you, Mr. Chairman, and we are talking 
so much about the waivers that States are getting, including Ten- 
nessee, which came to you and asked for a waiver, and I have got 
their waiver letter with me. This came to you September 17, 2010. 
This was during the administration of Governor Bredesen, who has 
since left office, and we have Governor Haslam. 

But talking about these waivers and our concern, our program in 
Tennessee, CoverTN, which is an innovative program that was put 
in place, and we are concerned about what is going to happen with 
these programs in the future, and I want to read for you page 6 
of this letter that went to you. It says that absent a waiver, absent 
getting a waiver from you, from Obamacare, that the State would 
have to dis-enroll 20,000 Tennesseans, who were not served by the 
commercial market in Tennessee prior to their enrollment in 
CoverTN. It seems likely that the majority of these individuals 
would become uninsured, and finally, it goes on and states that in- 
surance premiums would go up, get this, 86 percent. Eighty-six 
percent. 

So would you agree with me that this would be a significant cost 
increase to individuals and the State? 

Mr. Angoff. I would. I would just like to make one thing clear, 
though, that I don’t think has been made clear, which is this. The 
waivers are not granted to States. They are granted for coverage 
that is mandated by States. I am not as familiar with Tennessee 
as I am with New Jersey where I was Deputy Commissioner, and 
in New Jersey, for example. New Jersey mandates that all carriers 
shall have certain coverage. 

Mrs. Blackburn. That is right. You all had guaranteed issue in 
New Jersey, but we have a TennCare program that was put up as 
an executive order of the governor and then has been run under 
the purview of CMS. OK, but you all granted Tennessee a waiver 
for this program. Right? 

Mr. Angoff. For that specific program. 

Mrs. Blackburn. For the CoverTN Program. That is exactly 
right. The program that is working and providing coverage and is 
successful. 

Mr. Angoff. Correct. 

Mrs. Blackburn. Now, what is Tennessee and what are these 
Tennesseans going to do in 2014? Where are they going to go? 
What is going to happen? Because that program is not going to be 
there unless you give it another waiver. 

Mr. Angoff. Well, I’ll just say this. We have been very conscious 
of this — when a State mandates certain coverage, and I will refer 
to New Jersey again because I am most familiar with that. New 
Jersey mandates that carriers sell relatively limited coverage, and 
so when a State mandates certain coverage 

Mrs. Blackburn. Sir, I am going to interrupt you with that be- 
cause I am not talking about guaranteed issue. I am talking about 
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an innovative program in Tennessee that is working and what is 
going to happen with that program. And, see, I think my State is 
a great example of what is wrong with your approach to this with 
Obamacare, because you are going to take away a program that is 
working and then people are going to be left to go through and try 
to find something through an exchange, and they are going to face 
higher rates, and they are going to face a cramped access to health 
care services. Their insurance cost goes up, and the delivery costs 
goes up. It goes up on two fronts, two separate fronts. 

And I think that the letter — I was looking at page 3 of this where 
it defines the benefits. This is a State solution. CoverTN is a State 
solution to provide affordable basic health insurance for small busi- 
nesses, the self-employed, and the recently unemployed that covers 
the most frequently-used services. This letter also explains to you 
that because of the way this program was set up, and the letter 
came to you from the Department of Finance and Administration 
from the State of Tennessee on behalf of the CoverTN Program, but 
it states this plan has seen enrollment climb because, number one, 
the plan is affordable, and the medical loss ratio for 2010 was 87 
percent. 

Now, under the current rules this plan would disappear in 2014. 
Is that correct? 

Mr. Larsen. Congresswoman, if I could respond, I actually think 
we are in agreement on many issues. The State of Tennessee, like 
other States, in response to the very broken marketplace that we 
are all trying to solve. 

Mrs. Blackburn. Our marketplace was broken because of the 
implementation of TennCare that ate up 35.3 percent of the budg- 
et — 

Mr. Larsen. I can’t speak to TennCare. 

Mrs. Blackburn [continuing]. And saw hundreds of thousands of 
Tennesseans dis-enrolled from the program. 

Mr. Larsen. So Tennessee 

Mrs. Blackburn. You are correct. We were under the 1115 
Waiver Program, and it did nearly bankrupt the State, and I would 
hope, I would like to move onto my last question. 

Mr. Larsen. If I could, ma’am. 

Mrs. Blackburn. No, sir. I have got one last question that I am 
going to ask and because you all avoid it. If history is a guide, what 
in heaven’s name are you going to do with escalating costs? 
TennCare’s cost quadrupled. They quadrupled within about a 5- 
year period of time. 

So if history is a guide and that happens with Obamacare, I 
would love to hear what is your plan for dealing with accelerated 
costs? 

Mr. Larsen. The Affordable Care Act, in fact, is full of provisions 
and its purpose is to lower the cost curve, and there is a series 

Mrs. Blackburn. Sir, history tells you that when you go into 
this premise of near-term expenses banking on long-term savings, 
it doesn’t work. What is your plan B? 

Mr. Larsen. The plan is the Affordable Care Act. That is the 
plan, and it is going to work. 

Mrs. Blackburn. Sir, there is no case in history in this country 
where this has worked. 
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Mr. Larsen. This will work. 

Mrs. Blackburn. None. It is 

Mr. Stearns. I thank the gentlelady. The time has expired and 
will recognize 

Ms. DeGette. Mr. Chairman, I would like to ask unanimous con- 
sent to let Mr. Larsen answer the very important question that Ms. 
Blackburn asked. 

Mr. Stearns. Well, I think Mr. Larsen answered it. He said that 
the answer is Ohamacare. 

Ms. DeGette. No. The previous question that she asked. 

Mr. Stearns. Mr. Larsen, did you answer her previous question? 

Mr. Larsen. Well, the point, the only point I was trying to make 
about the State programs and the point that I think we were in 
agreement on, which was the market is broken. People can’t get 
coverage, haven’t been able to get affordable coverage. One re- 
sponse at the State level, these are the States that applied for 
waivers, was to set up programs that have limited benefits, and we 
understand that. We agree that those programs between now and 
2014 should continue so that those people do have access to care. 
Then in 2014, they will have access to much better — 

Mr. Stearns. I would advise all members we are going to have 
a second round here, so if anybody wants to stay, they can go into 
it. 

So Ms. Schakowsky. 

Ms. Schakowsky. Well, let me explore that a little further. The 
waiver that is granted to States like Tennessee and Florida is to 
allow the mini-med plans. Talk about those plans for a minute that 
Ms. Blackburn has lauded as some really great coverage. What are 
we really talking about in terms of mini-med plans? Are they not 
limited coverage? 

Mr. Larsen. They are limited coverage. They are not all the 
same. Some have very low annual limits. Some have restrictions on 
other types of benefits, and that is the dilemma because they are 
not good coverage. They don’t provide comprehensive coverage, but, 
nonetheless, today until the full reforms of the Affordable Care Act 
kick in, that is an option for people. 

Ms. Schakowsky. Right. 

Mr. Larsen. And we want people to have that option, even 
though it is not necessarily full coverage. 

Ms. Schakowsky. So we see that as a bridge 

Mr. Larsen. As a bridge. 

Ms. Schakowsky [continuing]. As you said to better coverage. 
Would you describe what happens to people who are in the mini- 
med programs now once the full implementation of the Affordable 
Care Act in 2014? 

Mr. Larsen. Well, they are going to get a much richer, fuller 
benefit package, and they are not going to have to worry about 
whether they spend 4 days in the hospital and run out of their in- 
patient coverage because there is an annual limit on their policy. 

So consumers are going to be better off. The system is going to 
be better off because we are not going to have the levels of uncom- 
pensated care that we have today. So that is the world in 2014. 

Ms. Schakowsky. I want to go back to the issue of the States 
for just a second, the overall policy, because, again, it was — it 
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seemed to be promoted by our Chairman as, again, something polit- 
ical about Florida or New York. What States, what is the feature 
in the States that would uniquely make them eligible for a waiver? 

Mr. Larsen. The feature is if they have a law or program that 
establishes a package of benefits that insurers have to issue, or in- 
surers issue pursuant to a State program. So there is a small num- 
ber of States that have these types of programs, one of which is 

Ms. ScHAKOWSKY. These are the limited-benefit programs. 

Mr. Larsen. That is right. 

Ms. ScHAKOWSKY. Yes. So 

Mr. Larsen. And, otherwise, we apply the same regulatory cri- 
teria that we apply to all applicants to the States that apply. So 
there has to be a significant increase in premiums or decrease in 
access to benefits if they had to comply with the law. 

Ms. ScHAKOWSKY. OK. The other issue I wanted to deal with, 
there was a charge made somehow that there is skimming in order 
to create your office, and I wanted to talk a little bit about it. 

Mr. Angoff, I wanted to ask you about the Secretary’s authority 
to create the office. Implementing landmark health insurance re- 
form, of course, is a huge job, and following the enactment of the 
Affordable Care Act, Secretary Sebelius established the Office for 
Consumer Information and Insurance Oversight. 

So I think you talked a little bit about the responsibilities of the 
office, but I am more interested in getting to the question really of 
the authority because Representative Burgess questioned that au- 
thority. The committee looked into, the staff did some research and 
found that according to the Department’s reorganization plan from 
1953, the Secretary, “may from time to time make some provisions 
as the Secretary deems appropriate, authorizing the performance of 
any of the functions of the Secretary by any other officer or by any 
agency or employee of the Department.” 

So it looks, Mr. Angoff, like the Secretary has had that power for 
nearly 60 years. 

Mr. Angoff. That is correct. There is no question about the Sec- 
retary’s authority to create the Office. She has such authority. 

Ms. ScHAKOWSKY. Now, I also want to clarify what you said. You 
were saying that there is money in the bill to implement the provi- 
sions and that a decision was made about a structure to do that, 
taking money already in the bill. Is that what you were saying? To 
create an appropriate structure. 

Mr. Angoff. That is correct. There is $1 billion appropriated for 
the ACA as part of the Act, and then in addition there are specific 
provisions such as the provision authorizing the high-risk pools and 
the provision authorizing the Early Retiree Reinsurance Program, 
which carry independent funding with those provisions. 

Ms. ScHAKOWSKY. Thank you. So I just want to end by saying 
words like skim, I think, are very loaded, they create a very nega- 
tive feeling that, in fact, all of the money to create this Office to 
help implement the bill was appropriated and in the legislation. 
Thank you. 

Mr. Stearns. Thank the gentlelady. Does the word fungible work 
better? 

Mr. Griffith, you are recognized for 5 minutes. 
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Mr. Griffith. Thank you, Mr. Chairman. I am curious following 
up on that line, you were hired on February 16, but the legislation 
wasn’t passed until March 23 . Why not put a line in there that spe- 
cifically stated that you all were going to have this office? 

Mr. Angoff. That is not for me to answer. 

Mr. Griffith. It would have made things a lot clearer, would it 
not? 

Mr. Angoff. No, I don’t think so. I mean, I think the provisions 
which Congresswoman Schakowsky cited make it clear that there 
has never been any question about the Secretary’s authority to del- 
egate authority and manage her jurisdiction in the way she sees fit. 
So I just don’t see any issue there. 

Mr. Griffith. Do you know how much money you all spent in 
this endeavor, 252 employees, and I understand you had offices in 
Maryland at one time? 

Mr. Angoff. Yes. For fiscal year 2010, $33.4 million is the 
amount that comes out of the billion that was authorized, that was 
appropriated. 

Mr. Griffith. All right, and how much do you anticipate going 
forward? 

Mr. Griffith. That would be Mr. Larsen’s area. 

Mr. Larsen. We are still working through the 2011 number, so 
I can’t give you that number at this point. In the President’s budg- 
et in 2012, we have got, I think $94 million for oversight and con- 
sumer assistance and functions like that in the President’s budget. 

Mr. Griffith. And you indicated that — speaking to Mr. Larsen 
now, you indicated that you had an outreach program for folks to 
get into the programs regarding high risk or areas where people 
were 

Mr. Larsen. We are starting that up now. We have not to date 
had a very vigorous outreach program, and I think that accounts 
for the lower-than-anticipated enrollment. So we are going to 

Mr. Griffith. My question then would be do you also have an 
outreach program for micro-employers, people that have five or less 
employees? Do you have an outreach program to let them know 
about they can easily access the ability to get a waiver if they need 
one? 

Mr. Larsen. We don’t have a specific program targeted to types 
of employers, but I would be happy to talk to you about ideas for 
doing that. 

Mr. Griffith. And as we go forward you don’t anticipate there 
being any waivers after 2014? 

Mr. Larsen. We don’t, because the law wouldn’t allow for limited 
waivers or policies because the restrictions on the annual limits are 
complete at that point, and that is the point at which consumers 
have access to a full array of benefits. 

Mr. Griffith. And in regard to the minimum essential coverage 
penalty, you answered earlier your plan B was this is actually 
going to work and so forth, but how do you anticipate dealing with 
States like Virginia where it has been ruled unconstitutional be- 
cause of that penalty and the 26 States that are in the Florida leg- 
islation — 

Mr. Larsen. Right. 
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Mr. Griffith [continuing]. That, of course, got its own opinion? 
How do you all plan to deal with that? Are you going to continue 
to charge forward, notwithstanding the legal question which obvi- 
ously is very serious with, I think, now 27 States having a ruling 
that says that that provision at least is unconstitutional. Now, the 
difference, of course, Virginia not only had a separate piece of legis- 
lation but had a separate suit from the others and focused entirely 
on that one part of it. 

But how do you plan to go forward? 

Mr. Larsen. Yes. I guess I would answer in two ways. First, 
today, right now, we are proceeding with implementation of the 
law, but our lawyers at HHS are, as you can imagine, looking at 
the implications of the ruling and how we will be responding to 
that. So 

Mr. Griffith. And I guess my question is what is the plan B if 
ultimately the 27 States that have already gotten a ruling that is 
unconstitutional prevail? 

Mr. Larsen. Yes. Well, that I can’t speak to. 

Mr. Griffith. Does the plan work without mandatory purchase? 

Mr. Larsen. Well, I think as been discussed publicly, the indi- 
vidual responsibility provisions are an important part of the archi- 
tecture of the ACA, but in terms of what happens, I can’t get 
into 

Mr. Grifeith. Including the penalty provision? 

Mr. Larsen. I can’t get into what happens in light of the pending 
litigation that we have. 

Mr. Grifeith. So there is no plan B? 

Mr. Larsen. I am not saying there is or there isn’t a plan B; but, 
in matters relating to the litigation that we have with the States, 
we are proceeding with implementation today as I sit here, and I 
will leave it to the lawyers to figure out 

Mr. Grifeith. Can you let me know when you develop a plan B? 

Mr. Larsen. We absolutely will. 

Mr. Grifeith. Thank you. 

Mr. Stearns. Thank the gentleman. Mr. Scalise, the gentleman 
from Louisiana, is recognized for 5 minutes. 

Mr. Scalise. Thank you, Mr. Chairman. I appreciate you calling 
this hearing. Obviously we are trying to get as much information 
as we can about the impacts, unfortunately in many cases, the dev- 
astating impacts of President Obama’s health care law that are 
now being felt. 

I want to talk to you first about the child only policies. We have 
been being a number of companies that used to offer child only 
policies that are now getting out of the market because of this law. 

Are you aware, first of all, of that problem of the companies that 
are just dropping this line of business altogether? 

Mr. Larsen. Well, the Affordable Care Act set up a system 
where, for the first time, insurance companies aren’t going to be 
able to deny care for sick kids, and that was the goal of the Afford- 
able Care Act, and it is unfortunate, frankly, that there are insur- 
ance companies that have decided that if they can — unless they can 
only insure healthy kids, they are not going to offer 

Mr. Scalise. So what you are saying you are aware that there 
are companies now that just aren’t offering these health care op- 
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tions to any parents who want to provide this for their children. 
Are you aware of this? 

Mr. Larsen. In the small segment of the market there are com- 
panies — 

Mr. SCALISE. Can you tell me how many companies have gotten 
out of this line of business since 

Mr. Larsen. I can’t answer that exact question. I don’t know. 

Mr. SCALISE. You can’t? I mean, I would understand it is your 
job, your Office’s job to follow these effects on insurance injury and 
the ability for people to get access to health care. I would think it 
is your job, so I would think you would know how many. 

Mr. Larsen. Well, here is what we have done. We have provided 
guidance to States, Louisiana and other States, with a range of op- 
tions to encourage them to take, in order to maintain a market for 
these carriers that otherwise don’t want to insure sick kids. So, 
they are leaving the market because, unless they can just insure 
healthy people 

Mr. SCALISE. Right, and one of our concerns all along, and frank- 
ly it was discussed by those of us on this side of the aisle when 
this bill was being debated over the course of the last year and a 
half, that these kinds of mandates and laws that were included in 
Obamacare were going to deny access to people who had health 
care that they liked. And, of course, the President multiple times 
would say if you like what you have, you can keep it, and we point- 
ed out in many cases that because of these changes, they were 
going to actually force a lot of people just out of the market alto- 
gether, which would deny coverage to many people who had health 
care that they liked. And so, you don’t know the number of compa- 
nies now. You are saying that. I would encourage you to go and 
find out how many there are and find out what things need to be 
done to unravel it unless, I guess, you all are more concerned about 
invoking a policy than actually improving access to people who 
want to get health care, because your policies that took effect. 

I see in September of 2010 are what ran a lot of these people out 
of the market altogether, and there are articles that started coinci- 
dentally right after the law took effect that talk about all of these 
companies that were offering health care options to children that 
no longer are doing it. So now you have denied access to families, 
parents who had good health care for their kids that don’t have 
that option today. 

Mr. Larsen. We have not. The insurance companies 

Mr. ScALiSE. Well, the law did. You personally didn’t do it, but 
Obamacare did, and since it is your job to track these things, I 
would encourage you to go back and take a look. 

Mr. Larsen. Well, we have worked with the States. We have 
sent guidance out and worked with the States to provide them 
with 

Mr. ScALiSE. Well, with the States, you are on your own now be- 
cause families don’t have the same options. They have limited op- 
tions, and I appreciate maybe you have a difference on the overall 
law. I will say, and I am glad that the Chairman is having this. 
I am a little surprised that some of our counterparts on the other 
side are criticizing us for having this hearing. There is a letter, and 
I would like to get the letter in the record, there is a letter that 
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a number of members of this committee wrote last year asking 
then Chairman Waxman to hold a hearing on these kind of prob- 
lems, and for whatever reason Chairman then Waxman chose not 
to have any hearings, and maybe it is because they didn’t want the 
American people to find out just how devastating this law, 
Obamacare, is on denying access to people today. 

Now, one other area I want to get 

Mr. Stearns. Do you want to put that in the record? 

Mr. SCALISE. And I would like, yes, to ask unanimous consent to 
put that letter in the record, because I think 

Mr. Stearns. Without objection, so ordered. 

[The information appears in the exhibit binder at the conclusion 
of the hearing.] 

Mr. SCALISE [continuing]. It is important to show we have been 
interested in this for a long time. Unfortunately, the folks on the 
other side when they were in charge didn’t want to have these kind 
of oversight hearings where the American people could find out 
that people today are being denied health care that they liked be- 
cause of this law. 

Now let us get to these waivers. I think probably one of the big- 
gest heights of hypocrisy is the fact that the President ran around 
touting how great this law was going to be, it is going to be won- 
derful for American people, it is going to reform health care prob- 
lems. Of course, we pointed out back then all the problems it would 
created. I am surprised at how many people have asked and now, 
I am not surprised how many people have asked. Frankly I think 
everybody would like and should get a waiver from the entire law 
and hopefully the courts will take care of that, but I am surprised 
how many waivers have been granted. 

Can you tell me how many waivers have been granted to compa- 
nies that said we just, you know, we don’t want to comply with 
some of these sections. 

Mr. Larsen. Sure. Through 

Mr. SCALISE. I am talking about the number. Do you know the 
number? 

Mr. Larsen. I believe the number that we gave you was 915. 

Mr. ScALiSE. OK. The 915. From what I am understanding about 
60 companies have been denied that ability to get the waiver. Can 
you get us the list of those companies that have been denied, and 
even more specifically, I would ask you to submit to the committee 
matrix on the number of companies, the number of employees, if 
you don’t want to include their name for other reasons, I can ap- 
preciate that, but at least get us the matrix on the number of com- 
panies, the number of employees, broken done by region, and also 
broken down by union versus non-union, because I think a lot of 
small businesses out there that would like to be exempted from 
this haven’t been given that opportunity, you know, and maybe 
there is a line formed at the White House where you have to go 
and get it, but frankly, I think it is the public’s right to know what 
that, what those matrix are and to get that data and who has been 
exempted from this 

Mr. Larsen. We provided that to the committee. 
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Mr. ScALiSE [continuing]. Was touted as a panacea and is, in 
fact, destroying access to health care for millions of Americans. 
Thanks. I yield back. 

Mr. Stearns. Thank the gentleman. We are going to go another 
round of questions. If you would engage us, I would appreciate your 
forbearance here. 

The President kept saying during his campaign, if you like your 
health care, you can keep it. He kept saying that as a mantra, but 
wouldn’t both of you agree that without a waiver these people that 
you gave a waiver, they couldn’t keep their health care? Isn’t that 
true, Mr. Angoff? 

Mr. Angoff. We don’t know whether those people liked their 
health care 

Mr. Stearns. No, but, I mean, the fact is the President says you 
can keep it, you can keep your health care. If you like your health 
care, you can keep it, but without a waiver, they couldn’t keep it. 
Isn’t that true? 

Mr. Angoff. They are keeping it. Keep in mind that in 2014 

Mr. Stearns. Mr. Larsen, isn’t that true, though, basically that 
without these waivers, McDonald’s and these people, they couldn’t 
provide? 

Mr. Larsen. I agree with Mr. Angoff. The fact is that they are 
keeping it, and the ACA contemplated setting up a system to en- 
sure that people in these low annual limit policies could, in fact, 
keep 

Mr. Stearns. Well, you know, the Democrats are continually try- 
ing to defend these waivers, but, you know, what the problem is 
the Administration health care, Obamacare, has created this prob- 
lem, and now the Democrats are recommending a solution. If they 
didn’t have this problem from the first place, we wouldn’t need this 
solution, which is these waivers. 

So, you know, our response on this side is the only reason you 
have the waiver is because of the new requirements, all these new 
requirements of Obamacare making insurance, providing insurance 
too expense. 

For example, you indicated that you had 915 waivers. 2011, as 
I understand it, the ceiling per year is $750,000 a year. Isn’t that 
true? 

Mr. Larsen. That is right. 

Mr. Stearns. OK, and does it go up to $1.25 million roughly in 
the year 2012? 

Mr. Larsen. That is correct. 

Mr. Stearns. And it goes up in 2013, to over $2 million. Is that 
roughly true? 

Mr. Larsen. Yes. 

Mr. Stearns. So if a person could not make it in 2011, like a 
McDonald’s, aren’t there going to be a lot more corporations that 
are going to come for waivers once they realize that the benefit is 
going to go up from $750,000 to $1.25 million? Don’t you think 
more people will — just logically? 

Mr. Larsen. That is exactly why we set up a program where we 
are going to have a 1-year 



53 


Mr. Stearns. I understand, but all those people for 1 year are 
going to come back, and then more people are going to come. Then 
the year 2013, it goes to $2 million, and 2014, is unlimited. Right? 

Mr. Larsen. So what we are doing this year, to answer your 
question, is looking at the very question that you are asking, which 
is what is the best glide path for these types of policies between 
now and 2014, in light of the increasing annual limits that 

Mr. Stearns. It goes to the heart of the whole question is the 
President said if you like your health care, you can keep it, but ba- 
sically you can’t keep it unless the government gives you waivers. 
Have you done an economic analysis, 2014, comes, right, all these 
companies you have given waivers now must comply. Have you 
done an economic analysis to see what it is going to cost these com- 
panies when they have to provide unlimited benefits every year for 
their employees? 

Mr. Larsen. Well 

Mr. Stearns. I mean 

Mr. Larsen [continuing]. Remember that this 

Mr. Stearns [continuing]. We are seeing these waivers from 
2011, 2012, 2013, 2014 unlimited. I mean, have you done any kind 
of economic analysis? 

Mr. Larsen. But the vast majority of employer-based coverage 
will, or already does, meet those annual limits. So we are only talk- 
ing about a very small percentage of the marketplace that has to 
be on a glide path to 2014. 

Mr. Stearns. Well, I think that I would disagree with you be- 
cause when you say to a corporation, a small corporation that you 
have got to provide unlimited benefits, I think it is going to make 
it more expensive, and this whole process is just going to be very 
dependent upon high costs at which the government is going to 
have to supplement and pay to cover these. And I think you have 
got the indication of the problem with these waivers from States, 
and if New York gets a waiver, has, I mean, at what point after 
you have given these waivers to large States do we actually see the 
realization that we can’t afford this? 

And so, I mean, we are just talking about escalating the number 
of waivers. 

Mr. Larsen. Well, I think that is the connection between today 
and 2014. We have a solution in 2014, and we need to make sure 
that this small part of the marketplace gets to 2014, and that those 
individuals as you suggest as the President wants, can continue 
their current coverage. 

Mr. Stearns. Well, I think for the benefit of acting on what the 
President says, if you like your health care, you can keep it, you 
should have some economic analysis, what is going to happen in 
2014, based upon all these waivers you are anticipating that are 
going to increase. 

Just a last question. How does a corporation know that he, his 
corporation, his benefit, his union can get a waiver? Do you tell 
people? I mean, how does a normal small business find out? How 
did Waffle House find out that they could even do a waiver? Be- 
cause I think there are many people out there that don’t know they 
can get a waiver, they don’t have the steps to do it. I don’t — are 
you advertising that you can get waivers? 



54 


Mr. Larsen. When we put the waiver process in place, we put 
out a press release, and we posted the information on the Weh site. 

Mr. Stearns. On your webpage. 

Mr. Larsen. A number of — that is right. Trade groups, law 
firms 

Mr. Stearns. When did you do that? 

Mr. Larsen [continuing]. Consultants. 

Mr. Stearns. How long ago? Did you do it 2 months ago or 

Mr. Larsen. Well, we set the program up in September, and 
then we have had subsequent 

Mr. Stearns. OK. 

Mr. Larsen [continuing]. Guidance since then and 

Mr. Stearns. So I could advise any corporation in the State that 
wants a waiver to go to your Web page, and they would understand 
how to fill out the forms and do it? 

Mr. Larsen. Yes. 

Mr. Stearns. OK. My time has expired. The gentlelady, Ms. 
DeGette. 

Ms. DeGette. Thank you, Mr. Chairman. I just want to clarify 
a couple of things. 

The first thing I want to clarify, Mr. Larsen, is Mr. Scalise asked 
you if the information on all of the waivers, the applications, the 
approvals, et cetera, was available, and it is available online. Cor- 
rect? 

Mr. Larsen. It is on our Web site. Yes. 

Ms. DeGette. So you guys aren’t trying to hide any of that infor- 
mation. Right? 

Mr. Larsen. No, we are not in any way. 

Ms. DeGette. Thank you. 

Mr. Larsen. We are very 

Ms. DeGette. The second question I have is, Mr. Scalise was 
talking quite a little bit about the insurance companies after the 
requirement that they couldn’t drop children with pre-existing con- 
ditions were leaving the market, in fact, most children are the 
cheapest group of folks to insure if they are healthy. Correct? 

Mr. Larsen. Correct. 

Ms. DeGette. And so really what these insurance companies are 
saying is we don’t want to have to give insurance policies to chil- 
dren with pre-existing conditions or who are sick. Would that be 
a fair interpretation? 

Mr. Larsen. That is correct. 

Ms. DeGette. And the Affordable Care Act as it is phasing in 
now says, you know what, if you are going to offer parents an in- 
surance policy, you have to offer people like Diana DeGette, who 
has a child with Type I Diabetes, an insurance policy just like you 
have to offer everybody else an insurance policy. Isn’t that right? 

Mr. Larsen. Right. 

Ms. DeGette. I)on’t you think — well, never mind. I will say what 
I think. I think the parents of America would like to see sick chil- 
dren as well as well children insured. 

Let me ask you another question which is I guess I am a little 
bit perplexed by some of these lines of questioning on the other 
side, because the reason you folks set up these waivers is so that 
States or — well, strike that. So that employers that were offering 
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these limited-benefit plans would be able to continue to offer those 
in the transition period before — ^between now and 2014. Right? 

Mr. Larsen. Correct. 

Ms. DeGette. And if we didn’t have these waivers, then those 
folks would be bumping up against the caps. Correct? 

Mr. Larsen. For the small percent of the market. Yes. 

Ms. DeGette. For the 2 percent of the market that is getting the 
waivers. Right? 

Mr. Larsen. Correct. 

Ms. DeGette. And so it seems to me that what you are doing 
is you are allowing this gap to be filled between now and 2014, for 
people who need those policies. Right? 

Mr. Larsen. That is correct. 

Ms. DeGette. Now, I want to ask you this follows up on this last 
question, and the reason you are not going to need these waivers 
in 2014, is because there are many new tools that are coming on 
deck in 2014, that these employers will be able to have. Is that 
right? 

Mr. Larsen. That is correct. 

Ms. DeGette. I am wondering if you can explain some of those 
tools that we will have and why we will no longer need those waiv- 
ers for these limited number of employers in 2014, briefly. 

Mr. Larsen. Well, consumers are going to have a range of new 
options. First of all, there is going to be a ban on all pre-existing 
conditions for all issuers. Everyone can get coverage. Everyone can 
get full coverage. There will be an essential package of benefits. 
There will be options within the exchanges with richer benefits, 
and not as rich benefits, covering still the same set of essential 
benefits. There will be a competitive marketplace where people can 
shop. Competition will increase, and for those who are low-income 
individuals, there will be opportunities for premium subsidies to 
get better coverage that will be affordable for them. 

Ms. DeGette. So, in fact, I don’t know if you are aware but the 
non-partisan Congressional Budget Office made a projection, and 
what they said was Americans buying comparable health care 
plans to what they have today in the individual market would see 
their premiums fall after 2014, by 14 to 20 percent, which would 
save $732 on an individual policy and $1,975 for a family policy. 
Most Americans buying coverage on their own would qualify for 
these tax credits that would reduce their premiums by an average 
of 60 percent, even as they get better coverage as they have today. 

And the CBO also estimated that small businesses would see 
premium reductions of 8 to 11 percent and would receive tax cred- 
its worth nearly $40 billion over the next decade to help pay for 
coverage. 

Are you aware of the CBO analysis? 

Mr. Larsen. Generally, yes. 

Ms. DeGette. And one last question. According to what you 
know are the benefits that people, that employers are going to have 
to offer after 2014, unlimited benefits? 

Mr. Larsen. They are not going to be able to have lifetime and 
annual limits on the policies that they issue. 

Ms. DeGette. But the limits — are not unlimited. They are going 
to be 
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Mr. Larsen. Oh, that is right. That is right. 

Ms. DeGette. Thank you. 

Mr. Stearns. Thank the gentlelady. Dr. Burgess is recognized 
for 5 minutes. 

Dr. Burgess. Thank you, Mr. Chairman. In the interest of brev- 
ity I am interested in the private sector experience that both of you 
have, and perhaps you could provide that to the committee at some 
point so we would be able to review that. 

I want to just close the loop on a line of questioning that I was 
undertaking before, Mr. Angoff. So now we have the situation 
where OCIIO has become CCIIO, and it is located at CMS. Right? 

Mr. Angofe. Yes, sir. 

Dr. Burgess. Just recapitulate and all the functions that I men- 
tioned before are now under the direction of Administrator Dr. Don 
Berwick. Is that correct? 

Mr. Angoff. Yes, sir. 

Dr. Burgess. So CMS, Center for Medicare and Medicaid Serv- 
ices oversees Medicare, Medicaid, SCHIP, and a very significant 
portion of the private insurance market over which it never had 
authority in the past. Is that a valid observation? 

Mr. Angoff. Not entirely, in that much of Medicaid and Medi- 
care now is actually run through the private insurance system. 

Dr. Burgess. But it is all directly — Dr. Berwick is directly re- 
sponsible for all of those federal programs. 

Mr. Angoff. yes. 

Dr. Burgess. So we have the public and private side by side as 
PPACA phases in. So, again, just to complete the story, we have 
an Administrator at CMS, who parenthetically has never been con- 
firmed by the Senate because he was a recess appointment, so as 
much affection and respect that I have for Dr. Don Berwick, he has 
never come before the United States Senate to undergo the con- 
firmation process. Maybe they will have an opportunity to do that 
before, but he is in charge of almost all insurance coverage in the 
United States of America as PPACA phases in, and it is all going 
to be led by this sub-organization of HHS, CCIIO, that is a follow 
on from OCIIO that was a non-directly appropriated, non-author- 
ized center without clear authority who cannot provide his budget 
to the committee at this time. Is that a fair assessment of the land- 
scape as we — as it exists today? 

Mr. Angoff. I don’t think it is fair because I think 

Dr. Burgess. Of course it is. I went to great detail to, pains- 
taking detail to outline it for you. 

Mr. Angoff. And Congresswoman Schakowsky went into specific 
detail about the specific provisions which authorize the Secretary 
to delegate her authority, and as I said before, there is a delega- 
tion, and we will provide that to the committee. 

Dr. Burgess. And again, I have been working for several 
months. I would very much like to have that delegation of author- 
ity and the budgetary plan under which you have been working, 
Mr. Larsen, under which you intend to work going forward because 
I just think for an entirely new federal agency that is going to have 
this broad of power, and I went through those powers with you, 
this broad a scope and reach over — into the lives of every single 
man, woman, and child in this country, not just now but for the 
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next 3 decades, it is appropriate that this committee from time to 
time have some curiosity about just what is going on and kicking 
the tires on OCIIO or CCIIO or whatever it then becomes going for- 
ward. 

The Governor of Utah was in town this week and spoke at sev- 
eral places. I know we have been talking about the waiver author- 
ity under the mini-med plans, but you are also responsible for set- 
ting up the State exchanges. Is that correct? 

Mr. Angoff. That is correct. 

Dr. Burgess. And Governor Herbert had mentioned some dif- 
ficulty that he was having getting an answer out of CMS or HHS 
on some flexibility that he wanted. Just the administrative flexi- 
bility of being able to do things electronically rather than on paper, 
that he estimated would save his State some $600 million a year, 
but he had been waiting from July until this week to get an an- 
swer. 

Does that seem a little long? 

Mr. Larsen. Well, I apologize. I don’t know the details of what 
he is looking for. I know that we have on ongoing dialogue with the 
States and the State Governors. I know Utah has an exchange as 
do one or two other States, and we look forward to working with 
the States. We view the States as our partners on the exchange 
process and 

Dr. Burgess. Well, again, it just looks like July to the day after 
Valentine’s Day seems like a long timeframe to get an answer on 
a relatively straightforward administrative simplification request 
that his State had with the expectation that it is going to save sig- 
nificant dollars for the State. 

And after all, I mean, the gentlelady from Tennessee pointed out 
a big problem for all of us, you guys at the witness table but for 
us guys up here at the dais, in that what do you do going forward? 
All this stuff — you are granting the waivers, you are kind of dou- 
bling down on the population as it is coming in. 2014, hits, you flip 
the switch, and no light comes on. What do we do then? 

Mr. Larsen. Well, I think in 2014 

Dr. Burgess. You are betting on all this stuff working. 

Mr. Larsen. I think we are going to flip the switch and the lights 
are going to go on, and it is going to be 

Dr. Burgess. But, again, as the gentlelady from Tennessee 
pointed out, where is the plan B? What rational person looks at the 
demographics of the United States of America today with people 
my age who within a very short period of time will be entering 
Medicare, the advancing complexity of what we are able to do to 
alleviate suffering and treat disease, what rational person looks at 
that and says, you know what? In 2014, it is going to cost $500 bil- 
lion less than it did the year before. I mean, that is crazy talk. 
That is not going to happen. 

It is going to cost more to take care of the Medicare patients 
going forward, and other than waiting lists and rationing, I don’t 
see that you have done anything that is going to be able to control 
costs going forward. 

Mr. Chairman, I appreciate the indulgence on the time. I would 
be happy to hear the answer from either of our panelists if they 
would care to do so. 
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Mr. Angoff. Yes. I would just like to point out just one rule 
which really already is having an affect, and that is the medical 
loss ratio regulation. The trade press really is reporting that that 
is already having an effect of having companies reduce their rates 
and provide more generous henefit packages to their policyholders. 

So there are already things that are being done, even though it 
has only heen in effect for a short while, that are actually driving 
down costs. 

Dr. Burgess. Yes. With all due respect you were late getting 
that done and let us revisit that in a year’s time and see what the 
story looks like. 

Thank you, Mr. Chairman. 

Mr. Stearns. I thank the gentleman. The gentleman from Colo- 
rado, Mr. Gardner, is recognize for 5 minutes. 

Mr. Gardner. Thank you, Mr. Chairman, and Mr. Foster, in 
your opening statement that I was able to listen to you mentioned 
that you — it is your goal to allow people to keep the insurance that 
they currently have. That was something that you had said this 
Health Care Bill was attempting to do. Is that correct? 

Mr. Larsen. Yes. This bill and — yes. 

Mr. Gardner. And I believe that Mr. Foster, with the Medicare, 
in Medicare has testified before the House Budget Committee that 
that would not be the case, that people would not be able to keep 
the insurance they had. Is he wrong? 

Mr. Larsen. I have to confess that I am not familiar with the 
testimony that Mr. Foster gave I guess recently in front of the com- 
mittee. I know that our view is absolutely people can keep the care 
that they have. They are doing it now. I think they will have in 
2014. 

Mr. Gardner. So your Office is in charge of implementation in 
many of these things that we went through, and Mr. Burgess went 
through a long list with you, Mr. Angoff, of what responsibility 
your Office had. You don’t communicate with the Chief Actuary of 
Medicare? 

Mr. Larsen. I am not saying that I do or don’t. I am just not 
familiar with the testimony that he gave, and I apologize for this 
particular 

Mr. Gardner. Has the Chief — had Medicare, has he expressed 
concern that — he actually made two statements. He said that it 
probably won’t lower costs and that it will not allow people to keep 
their insurance. Have they expressed that to you? 

Mr. Larsen. I haven’t heard that from Mr. Foster, but, again, we 
are 2 weeks into this transition so 

Mr. Gardner. How long has your Office been open? 

Mr. Larsen. We have been in 

Mr. Angoff. Since April 19. Rick Foster is the Actuary for Medi- 
care, not for the Office of Consumer Information and Insurance 
Oversight. 

Mr. Gardner. Right, but do you not communicate with Medicare 
in terms of what is happening with the Health Care Bill? That is 
the Chief Actuary who said that these two primary tenants of the 
Health Care Bill aren’t going to come true. That is pretty signifi- 
cant, is it not? Yes or no? 
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Mr. Larsen. Like I said, I apologize. I would be happy to go back 
and review his statements with regard to the area. As Jay said, he 
is the Medicare Actuary. We are the private health insurance mar- 
ket coming into CMS, so we will go back and read his testimony. 

Mr. Gardner. Mr. AngofF, that is a pretty significant difference 
of opinion, isn’t it? 

Mr. Angoef. Opinion is probably the right word. These actuaries 
make predictions. Sometimes they pan out, sometimes they don’t. 

Mr. Gardner. And so you are just betting that he is wrong and 
you are right? 

Mr. Angoef. Again, I haven’t seen — I am unfamiliar with the 
specific testimony that you are referring to. 

Mr. Gardner. So do you think he is wrong, that people will get 
to keep the insurance that they currently have? 

Mr. Angoef. Well, people are getting to keep the insurance they 
currently have. We have got to keep in mind there are 50 million 
people today without any insurance at all. 

Mr. Gardner. That is not what he said. He said that it is doubt- 
ful that they won’t be able to keep the insurance that they have. 
That is his testimony before the House Budget Committee. Was he 
wrong? 

Mr. Larsen. I don’t know. I have got to take a look at it. 

Mr. Gardner. Before you if you look into your document file, you 
will notice that there is a letter from the Aspen Skiing Company. 
It is in the document tab that you should have. The document 
states at the bottom that compliance with the PPACA would cause 
the cost to increase substantially, which would render the plans 
unaffordable. Is that correct? 

Ms. Voice. Document 20 I believe. 

Mr. Gardner. I am sorry. Yes. Document 20 . 

Mr. Angoef. I am sure it says what you say it says. 

Mr. Gardner. And this company did receive a waiver. Is that 
correct? 

Mr. Angoef. I would have to look at the list. I can do that if you 
want. 

Mr. Gardner. Well, they did, and so there are seasonal employ- 
ees at the Aspen Skiing Company. The letter states that 800 full 
and part-time employees during the summer go to 2,600 employees 
in the winter season 

Mr. Angoef. Yes. 

Mr. Gardner [continuing]. And that is what it talks about. So 
in 2014, what happens to the Aspen Skiing Company? They will go 
into the exchanges. Is that correct? 

Mr. Larsen. There will be a number of options for the employees 
of the company, and they will have an opportunity to get fuller 
health care coverage than they probably have today. 

Mr. Gardner. And do you believe that the ski resort knows what 
is best for their employees? 

Mr. Larsen. I don’t understand your question. 

Mr. Gardner. I mean, do you think that the operator of a ski 
resort is better equipped to determine the health care needs of 
their employees than the Federal Government? 

Mr. Larsen. Well, I don’t know who is best equipped to make 
that decision. I know that 



60 


Mr. Gardner. So the answer is, no, you think the government 
may be better equipped than the Aspen Skiing Company? 

Mr. Larsen. No. I don’t think that is what I am saying. I think, 
what we want is, we want people to have full coverage, and my 
guess is that the employees of Aspen would like to have full cov- 
erage as compared to limited coverage. 

Mr. Gardner. So the letter says the plans are specifically de- 
signed to meet the needs of seasonal and part-time employees. 

Mr. Larsen. Right. That is typical of the applicants that we get 
for annual limits waivers. This is probably a very typical applica- 
tion. It is part-time coverage, seasonal coverage. 

Mr. Gardner. So they might be wrong, though? I mean, we think 
the Federal Government might know better how to provide cov- 
erage for those employees? 

Mr. Larsen. No. I don’t think that is what we are saying. 

Mr. Stearns. The gentleman’s time has expired. 

Dr. Gingrey, you are recognized for 5 minutes. 

Mr. Gingrey. Mr. Chairman, thank you, and to the witnesses let 
me apologize for not being here earlier. We have got concurrent 
subcommittee hearings, both extremely important, and this obvi- 
ously is an extremely important hearing for me as a position mem- 
ber of the subcommittee and obviously the issue of the area which 
you have jurisdiction over regarding the Patient Protection Afford- 
able Care Act is extremely important to all committee members. 

I think I will focus my attention on the Class Act. I don’t know 
whether that has come up in — from previous questions, but I am 
very concerned about the Class Act, particularly in reference to in- 
formation that has come out recently in regard to the 
unsustainability, the non-viability of the program as it is designed 
in regard to the monthly premiums and the benefit package. 

In testimony before the Finance Committee yesterday, in fact. 
Secretary Sebelius admitted that long-term care insurance program 
created by Obamacare called the Class Act, is totally unsustainable 
I think she put it. This statement mirrors similar remarks made 
by the Chief Actuary of CMS, Rick Foster, when he testified before 
the House Ways and Means Committee a couple of weeks ago. In 
fact, the President’s Deficit Reduction Commission even cited the 
need to dramatically change or even repeal the Class Act because 
they also found the program completely unsustainable as currently 
proposed. 

Mr. Larsen, the President’s budget proposal asks for $13.4 mil- 
lion for an IT system and another $93.5 million for information, 
education in order to sign American workers up for the Class Act. 

So yes or no, if you will. In light of the Secretary’s statement and 
those posted on your Web site, do you believe the Administration 
should provide proof to the American people before your agency be- 
gins signing them up for the Class Program? 

Mr. Larsen. Well, if I could answer this way, and I hope you will 
accept my apology, the Class Act is not actually part of CCIIO or 
OCIIO, so we don’t oversee the Class Act. In fact, I am aware of 
the issues that you raised, and I know the Secretary spoke about 
this yesterday, but it is not in the purview of the 

Mr. Gingrey. Do you have an opinion on that? Can you answer 
that question yes or no? 



61 


Mr. Larsen. Well, I am not familiar with the issues sur- 
rounding — 

Mr. Gingrey. All right. Mr. Angoff, do you have an opinion? 

Mr. Angoff. No, I don’t. The Class Act is part now of the Admin- 
istration on Aging, and so it is under their jurisdiction. 

Mr. Gingrey. Well, given the Secretary’s dire warning and 
should the Secretary not listen to reason, will the Center for Con- 
sumer Information and Insurance Oversight, that is you. Right? In- 
clude a disclaimer in its education material to workers stating 
clearly that the Class Act is not sustainable? It is unsustainable? 

Mr. Larsen. I would be happy to look at whatever proposal there 
is on that. 

Mr. Gingrey. Again, you are punting on this. 

Mr. Larsen. I am punting. 

Mr. Gingrey. Mr. Angoff, would you like to take the ball and run 
with it? 

Mr. Angoff. No, I wouldn’t. 

Mr. Gingrey. You are also a punter. Well, look, let me just com- 
ment then, Mr. Chairman, in the remaining time that I have left 
since these gentlemen have stated that this is not under their pur- 
view and they don’t want to express an opinion, and I certainly will 
express an opinion. 

Back in, I guess it was in the late ’80s when we had the bill that 
was enacted, catastrophic coverage under Medicare forced on the 
American people, and the seniors just went nuts when they found 
out what it was going to cost them in regard to their part B pre- 
miums, and then Ross Stankowsky I think almost had his auto- 
mobile destroyed in downtown Chicago with umbrellas over that 
bad piece of legislation. 

This is the kind of thing that — why we feel so important to have 
the oversight on every aspect of this bill, all 2,400 pages of it, 
PPACA, Obamacare, however you want to call it. Patient Protec- 
tion Affordable Care Act, but this is one I think that is very impor- 
tant, even though it is not under your authority specifically, that 
the committee, the subcommittee understands that something like 
the Class Act, it was just part of so much of this bill that was 
thrown together just to get it passed so that hopefully after people 
read the bill they would come to like it. 

They are not going to come to like the Class Act, and hopefully 
we are not going to spend $100 million putting it into effect. 

Mr. Chairman, I will yield back. 

Mr. Stearns. Thank the gentleman. The gentlelady from Ten- 
nessee is recognized for 5 minutes. 

Mrs. Blackburn. Thank you, Mr. Chairman. I want to go back 
to Mr. Larsen’s answer to Mr. DeCette. 

You continue to talk about, well, come 2014, you are going to 
have all of these wonderful benefits, it is going to be better, it is 
going to be fuller coverage, and, sir, I just have to tell you this is 
our concern. We have lived through this in Tennessee, and it does 
not work. You cannot incentivize use, and there is no way to pay 
for it. Doing this investment on the front end and expecting to get 
savings on the back end, it doesn’t work. And I have got plenty of 
charts here that show you what happened in our State. 
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Now, what you have not been able to define for me is how do you 
plan to pay for it? What is going to happen to these innovative 
plans like CoverTN when you get to 2014? How, you know, you 
talk about this exchange market, but I have to tell you, sir, unless 
you can point to a pilot project that has worked, the examples that 
are out there now do not work. You are speaking on theory. Is that 
not correct? Your statement to me was Obamacare would work. 
This plan would work, but you have no data to back it up. You 
have no analysis that says, we ran this program, and we looked at 
it, and this worked. 

So, we are looking at this, and we are shaking our heads. In 
2014, the CoverTN Program would cease to exist. Is that not cor- 
rect? 

Mr. Larsen. If I can respond this way, we know the system prior 
to the passage of this bill was broken. Fifty million people without 
insurance. I think there were 

Mrs. Blackburn. Sir, I am not even going to — I am going to 
jump in, and it is not out of disrespect. It is just that you are talk- 
ing apples and oranges. There are reforms that need to be placed. 
People want them to be in place as free market, patient-centered 
reforms. When you have tried a public option health care system, 
see, you are avoiding my question. You cannot give me an example 
of where public option health care has worked successfully, and 
that is because you don’t got one. 

Mr. Larsen. Well 

Mrs. Blackburn. As they say in Tennessee. You just don’t. Let 
me go onto something else. 

When we are looking at the Center moving from HHS to CMS, 
when was that — why was the decision made? When was that deci- 
sion made? 

Mr. Angoff. I am sorry. When was it made? 

Mrs. Blackburn. Why and then when? 

Mr. Angoff. Oh. The reason it was made is that it made sense 
to have a separate organization reporting directly to the Secretary 
that had to do a lot of things quickly as an independent organiza- 
tion. Once all 

Mrs. Blackburn. OK. Who was involved in the decision making? 

Mr. Angoff. Sorry? 

Mrs. Blackburn. Who? Who was involved in the decision-mak- 
ing process, sir? 

Mr. Angoff. Several people at HHS. I don’t know. 

Mrs. Blackburn. Several people at HHS. Would you please sup- 
ply me with a list of those that were involved in that decision mak- 
ing? 

Mr. Angoff. Yes, I will. 

Mrs. Blackburn. Thank you very much. And why did you not 
start the Office in CMS? 

Mr. Angoff. Because it was — we had a lot to get done in a very 
short time, we needed a mechanism to do it, we thought 

Mrs. Blackburn. OK. 

Mr. Angoff [continuing]. The best way to do it would be to have 
an independent organization. 

Mrs. Blackburn. OK. 

Mr. Angoff. Now that it has matured and all the major regs 
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Mrs. Blackburn. All right, and then when did you decide to 
move it? 

Mr. Angoff. In December, late December. 

Mrs. Blackburn. OK. Mr. Chairman, I would like to submit for 
the record the letter from Secretary Sebelius on January 5, 2011, 
writing to inform that they were moving it to CMS. I find that date 
to be a little bit curious. 

Mr. Stearns. Without objection, so ordered. 

[The information appears in the document binder at the conclu- 
sion of the hearing.] 

Mrs. Blackburn. Thank you, sir. Was any discussion had about 
the fact that by moving the Center into CMS where funding is di- 
rected for Medicare and Medicaid that it would either better pro- 
tect or give less subject to oversight or be harder to de-fund that, 
and would it allow you to run that office more along the vein of 
the 1115 Waiver Program that Tennessee operated TennCare 
under which put the feds in control of how a State would deliver 
their program and basically took those State lawmakers out of the 
process, basically handed State lawmakers the bill, and said, here 
you go. The feds say you have to fund it. 

You know, I find it so curious you did this, and then I look back 
at what has transpired in our State and when I was in the State 
Senate there, and we were trying to figure out how to pay for this 
program and then I went back and read the statement from our 
former Governor who said this would be the mother of all unfunded 
mandates, and you know what, I am beginning to think they are 
about right on that. 

What was your decision for moving that? 

Mr. Angoff. I am sorry. What was the question? 

Mrs. Blackburn. What was your decision matrix for moving it? 
Why did you move it? 

Mr. Angoff. There are efficiencies to be gained by merging the 
two organizations, functions such as 

Mrs. Blackburn. I thought you just told me you wanted it over 
there because it would be an independent organization and not tied 
to HHS. 

Mr. Angoff. At the beginning. 

Mrs. Blackburn. Did it have anything to do with funding? 

Mr. Angoff. No. 

Mrs. Blackburn. Could it easier to protect? Would it eliminate 
oversight? Would it tie the hands of State Legislators? 

I yield back. 

Mr. Angoff. No. It was a question of efficiencies. There are over- 
lapping functions, budget, grants, personnel, external affairs, IT. 
Now that the regs have been adopted and the programs estab- 
lished, there are efficiencies to be gained by merging the two orga- 
nizations. 

Mr. Stearns. I thank the gentlelady. The gentleman from Vir- 
ginia is recognized for 5 minutes. 

Ms. DeGette. Mr. Chairman, before the gentleman 

Mr. Stearns. Sure. Point of 

Ms. DeGette [continuing]. I would just like to note — move to 
strike the last 

Mr. Stearns. Right. Or a question of personal privilege. 



64 


Ms. DeGette. I just want to note that we have now had two 
rounds of questions 

Mr. Stearns. That is correct. 

Ms. DeGette [continuing]. And the Chairman is proceeding to 
the third round of questioning. 

Mr. Stearns. That is correct. 

Ms. DeGette. I object to that because I believe these witnesses 
have thoroughly and adequately answered all of the questions put 
to them regarding their agency and the waivers that have been 
granted, and I think now what we are moving into is the majority 
is using this hearing as a way to attack the Affordable Care Act, 
and frankly, I think it is abusive to the witnesses. 

Having registered that objection, you are the Chairman. You are 
going to do what you want, and I will reserve any time I have in 
this third round of questioning until the conclusion. 

Mr. Stearns. And I thank the gentlelady. You know, this is our 
first hearing really. We have only been here 2 V 2 hours for this 
huge new government program, so I think Members having a 
chance for the first time to do this is very reasonable, and I think 
the witnesses are doing an adequate job as best they can to explain 
it, and I think it is worthwhile to Members who perhaps had not 
been able to ask questions, come back, and so we are going to con- 
tinue. 

So, Mr. Griffith. 

Dr. Burgess. Mr. Chairman, if I might 

Mr. Stearns. Sure. 

Dr. Burgess, [continuing]. Just make a point of personal privi- 
lege — 

Mr. Stearns. Yes. 

Dr. Burgess, [continuing]. As well, it is far less abusive to not 
make the witnesses listen to opening statements from every mem- 
ber of the committee as we did during the last Congress. 

I will yield. 

Ms. DeGette. I will agree with that. 

Mr. Stearns. I think Ms. DeGette will agree with that. 

The gentleman from Virginia. 

Mr. Griefith. Just to note, this is only my second time, but any- 
way — no, no. I was here. I just didn’t get my first and second — I 
was here. This is just my second, though, and I am the last one, 
but it is only my second time. 

We talked earlier, Mr. Angoff, about the $33.4 million in ex- 
penses and that that came out of the $1 billion appropriated or 
that was mentioned in the Act. 

Mr. Angoff. Yes, sir. 

Mr. Griffith. And at one point in the questioning with someone 
else you indicated that there were three sources of money from 
which you could get your funds, the $1 billion in the Act, the high- 
risk area, and the early retirees. And when I asked the question, 
and I am not trying to make any accusation, I am just saying that 
you said there was $33.4. Did that include all the pots of money 
or just the billion? 

Mr. Angoff. No. That $33.4 million is only out of the billion. 

Mr. Griffith. What monies came out of the other two sources? 
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Mr. Angoff. There is additional money coming out of those two 
sources, and I don’t have that with me. 

Mr. Griffith. Can you get that for us? 

Mr. Angoff. Absolutely. 

Mr. Griffith. OK, and I do appreciate that there were additional 
monies. 

Now onto the $1 billion it is interesting because the waiver pro- 
gram, can you tell me how much just the waiver program costs? 

Mr. Angoff. No, I can’t. 

Mr. Larsen. I don’t have that broken out by the staff that work 
on the waiver program compared to the entire $33 million. We can, 
you know, try and get that to you. 

Mr. Griffith. If you can do that for me, I would appreciate it, 
and here is the point, and I touched on this in my previous ques- 
tioning. We have got this giant Act. Now, while it does have the 
catchall that the Secretary has the authority to, you know, imple- 
ment, and it has the $1 billion in the back of it, it doesn’t actually 
have waiver in here. 

And I guess my problem is is that one of the things that I fear 
is is that part of the distrust that people have in general is that 
when you have a gigantic Act it is hard to figure it out, and then 
you can’t find things, and it looks like to me what we have done 
is we have built a program based on the Secretary’s authority to 
try to implement the law and then we have bootstrapped back in 
that she can use the $1 billion to implement the law, but we have 
got layer upon layer of interpretation, and that might be OK if this 
was a 5-page bill and you could say, well, we couldn’t get it all in 
here, but I mean, we have got this, you know, it is a textbook in 
length. It is 1,000 pages this way. It was more than 2,000 pages 
when it was in bill form. 

And so I just have great concerns that we are building assump- 
tions on top of assumptions, and it may very well be the fault of 
Congress for not having been specific in past years going back not 
just during this bill but many other bills, but it seems to me that 
we are the ones that ought to be making the laws and that if there 
is something that is unclear, it ought to come back to the Legisla- 
tive Branch. In this case that would be United States Congress. 

And I just wonder if you had any comments on that. 

Mr. Angoff. Just this. On the waiver issue there is language 
there that makes it clear that statutory language, not regulatory 
language, in the statute that says that the restricted annual limits 
should be interpreted in a way so that people can keep their cov- 
erage. Everything that we have done is done pursuant to specific 
language in the statute. 

Mr. Griffith. Well, and I guess the concern that I have is we 
are spending money to notify folks of part of the program, but we 
are not spending money yet to let folks know about the waivers, 
as I mentioned earlier, and while we have given McDonald’s a 
waiver, I don’t know how they work their system, but I have a let- 
ter from a constituent of mine who owns several Burger King es- 
tablishments. He is panicked about how this is going to impact 
him, and I, of course, as soon as I get back to the office I will notify 
him of the waiver program. I am not sure he knows about that. 
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And so, that is what happens when you make things so complex, 
and you can’t find it in the written word. You have to go to an as- 
sumption made on an assumption made by an attempt to try to im- 
plement something that apparently the legislation wasn’t crafted 
as well as maybe it should have been. I wasn’t here, so I didn’t 
take part in that, but it just seems to me that there is an awful 
lot of confusion out there, and we are spending money on some 
things based on assumption what we are supposed to do, and we 
are not spending it on others. And it would seem to me that we 
would want consumers to be aware of the waivers as well as to be 
aware of knowing how they get into any of the other programs. 

I yield back the remainder of my time, Mr. Chairman. 

Mr. Stearns. I thank the gentleman. I dare say that if you took 
an ad and put it in the Final Four basketball, announcing to the 
American public that they can receive waivers from the 
Obamacare, I think you would be offering waivers well in adjust- 
ment of 915, because I think as the gentleman from Virginia had 
indicated, a lot of people don’t know that you can get these waivers, 
and they are not going to your Web site. 

But lo and behold if you told all 50 States in a very clear manner 
and you told all the corporations in America that they could get a 
waiver, I think everybody would do that, and they would want to 
waiver every year, and they would want to waiver in 2014. 

The ranking member mentioned about the new tools coming on 
in 2014, and Mr. Larsen consumed a little bit of time talking about 
the ranges of these new benefits, but I guess, Mr. Larsen, who is 
going to pay for those benefits? Because the benefits are all inclu- 
sive, and lo and behold, the taxpayers or the corporations are going 
to have to charge more money. 

And she also indicated that she was concerned about recently 
that a lot of sick children were not being insured, but — before 
Obamacare, but the reason a lot of people now are pulling back is 
because, frankly because they are concerned about these benefits 
going from $750,000 up to $1.2 and $2.2. I mean, that is a little 
bit of a chilling factor for a lot of companies, so they are deciding 
that they don’t want to insure, and I don’t think they know about 
the waivers. 

I guess I want to ask you a little bit of question, Mr. Larsen, 
about some of the spending here. How much money in total has 
HHS spent so far in setting up and operating your Office? Can you 
just give me an estimate? Just approximate. 

Mr. Larsen. Yes, and I think Jay touched on this earlier, of the 
$1 billion that was appropriated at the outset of the implementa- 
tion of the ACA 

Mr. Stearns. So it is about a billion dollars? 

Mr. Larsen. Well, that — no, no, no. 

Mr. Stearns. OK. 

Mr. Larsen. Thirty-three million is the answer 

Mr. Stearns. OK. 

Mr. Larsen [continuing]. Spending to date for OCIIO, now 
CCIIO. 

Mr. Stearns. So $33 billion 

Mr. Larsen. Million. 

Mr. Stearns [continuing]. From all sources. 
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Mr. Larsen. I am sorry. Did I say billion? 

Mr. Stearns. Billion? 

Mr. Larsen. No, $33 million 

Mr. Stearns. Thirty-three million. 

Mr. Larsen [continuing]. Out of the $1 billion. 

Mr. Stearns. All right. I respect that. OK. Now, I think our staff 
is a little non-plussed here because $33 million seems like a pretty 
small amount. Does this include all the sources of funding? 

Mr. Larsen. Well, that is essentially to operate the 252 and the 
programs. I think this was earlier 

Mr. Stearns. Two hundred and fifty-two employees out of Be- 
thesda? 

Mr. Larsen. Right. 

Mr. Stearns. Are they still out in Bethesda? 

Mr. Larsen. Yes. 

Mr. Stearns. OK. You seem a little puzzled. Have they moved 
since you left? You were a little puzzled. 

Mr. Larsen. I didn’t know whether you knew something I didn’t. 
No. They are still out there. 

Mr. Stearns. OK. How did HHS come up with $465 million for 
implementation of the President’s budget for HHS? Do you know 
that? 

Mr. Larsen. Well, I know 

Mr. Stearns. Either one of you know that? 

Mr. Larsen [continuing]. Generally, the breakdown, because I 
know which part is attributable to the CCIIO-related activities. 
There is about $94 million for oversight and consumer information, 
which includes the Healthcare.gov Web site, which is a fantastic 
consumer tool. People can go in today and find out what policies 
are available to them, what coverages, what options are available. 
So it includes that money. There is consumer assistance, setting up 
the appeals unit again, so consumers that have been denied, they 
are going to have an appeal process. 

So there is $94 million associated with all of those activities and 
then, of the $400 million figure you mentioned, there are ex- 
changes. We are now standing up the exchanges. We have got IT 
programs that we have got to get up and running. 

Mr. Stearns. Yes. 

Mr. Larsen. So I think that is the composition of the request in 
the President’s budget. 

Mr. Stearns. You asserted that these waivers are necessary be- 
tween now and 2014, to help people retain their coverage until they 
have access to comprehensive coverage through the exchange, but 
isn’t it true that these plans and employers have access to com- 
prehensive coverage now, but it is just too expensive and so that 
the employees themselves choose a lower-cost plan? 

Mr. Larsen. Well, it is a good question. It is not always clear 
why employers offer different levels of coverage and, certainly, in 
some cases, they are aware that their employees can only afford — 
because they may be part-time workers or seasonal workers, can 
only afford benefit packages that have limited benefits. 

So, that is what we know today. There is a range of options 

Mr. Stearns. Yes. 
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Mr. Larsen [continuing]. But sometimes many of them aren’t af- 
fordable. In 2014, I think we are going to have a better set of op- 
tions available for employees and employers. 

Mr. Stearns. I guess the question is do you and perhaps Mr. 
Angoff think that the comprehensive coverage that we mandated in 
2014, through the exchanges or offered by employers, do you think 
they will be less expensive and more affordable than it is today? 
Based upon what we are saying and all these waivers and 

Mr. Larsen. Yes. You know, there are 

Mr. Stearns. Don’t you think 

Mr. Larsen [continuing]. Offsetting factors at play because, 
when you bring, when you expand the insurance pool, you are 
going to bring down costs because now you have a full pool, and 
the exchanges also reduce administrative expenses because all the 
time and money that insurance companies spend today under- 
writing people and trying to figure out how not to provide coverage 
with the — without having the pre-existing condition, having a pre- 
existing condition exclusion ban, so there are a number of factors 
that help to bring the cost down in 2014. I think that was ref- 
erenced even in the 

Mr. Stearns. Mr. Larsen, in all deference to you, you say these 
based upon your opinion, that you think that it will bring the cost 
down and so forth, but if you look at countries that have a govern- 
ment universal health care plan, the costs have not come down, 
and in fact, the costs have gone up, and many countries now are 
trying to get from out — from underneath the universal government 
health care. And there is a long line. 

So is there any study or any analysis that you have done to cor- 
roborate what you have just indicated that you think 

Mr. Larsen. Well, I know 

Mr. Stearns [continuing]. Through this universal magic wand 
that everybody is going to get cheaper and more coverage. 

Mr. Larsen [continuing]. Even — back to your earlier ques- 
tion — 

Mr. Stearns. Because, see, basically, in my opinion you are put- 
ting price controls by — people are asking for waivers because you 
are putting in price controllers. You are saying basically these peo- 
ple got to comply with this or else, and those people are saying we 
need waivers. 

So it is a form of price control. You might not agree, but when 
you do that, then what happens is you don’t have the opportunity 
for the market to bring it down because the government is putting 
all these mandates down. 

So I am just philosophizing 

Mr. Larsen. Well, I think 

Mr. Stearns. So the question is, do you have an analysis to 
show, to back up, corroborate what your analysis is? 

Mr. Larsen. Well, here is what we do know. 

Mr. Stearns. Do you have an analysis? 

Mr. Larsen. Consulting firms like Hewitt and Mercer looked at 
the impact of the ACA on employer-based coverage and found the 
impact might be in the 1 to 2 percent range, because most coverage 
is meeting the requirements of the ACA, but we want to raise the 
bar for everyone 
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Mr. Stearns. OK. 

Mr. Larsen [continuing]. So the financial impact on premiums 
has been in the 1 to 2 percent range, and that is offset by the bene- 
fits that consumers get. They don’t have cost sharing now for pre- 
ventative services. So their out-of-pocket expenses are much less 
now than they were before the passage of the 

Mr. Stearns. All right. My time has expired. 

Dr. Burgess. Thank you. Just a couple loose ends to tie up, and 
it may not even take the full time. 

There was some discussion, Mr. Stearns, and you with Ranking 
Member DeGette about new tools versus new benefits. New tools, 
one thing, new benefits certainly are a cost driver, so when you flip 
the switch in 2014, and all the lights do come on on all the new 
benefits, it is — there is going to be increased cost. 

So have you done an economic analysis on what is going to be 
the effect on companies that are having difficulty meeting the fi- 
nancial obligation today and require a waiver, they have got new 
tools or new benefits, which means new costs? Have you done an 
economic analysis, or can you point us toward a single study that 
shows how that is going to work? 

Mr. Larsen. I know it is subject to disagreement, but the CBO 
estimated that the bill is going to lower overall health care costs 
for many of the reasons that we have talked about. 

Dr. Burgess. Well, OK. So they did, and that is the point of 
some disagreement. 

Actually, I had a resolution of inquiry the last Congress and had 
the Democratic Chairman accepted it, we could have had Mr. Fos- 
ter in to talk about just that, because I was concerned that Con- 
gress voted on a bill without knowing the actual cost. Mr. Foster — 
Mr. Elmendorf had dramatically different cost estimates, about a 
$450 billion spread over 10 years as I recall, and that was pretty 
significant. 

But we never got an opportunity to do that. Perhaps, Mr. Chair- 
man, we will get to do that make up. 

Now, Mr. Angoff, you actually said that I was mischaracterizing 
things when I said that the Office of Consumer Information and In- 
surance Oversight skimmed from the appropriations, the $1 billion 
for appropriations when you were setting up the Act. So let me re- 
phrase my question so it won’t be a mischaracterization. 

Would it be inaccurate for anyone to say that, for example, $5 
billion was set aside for subsidizing the high-risk pools? 

Mr. Angoff. No. That is accurate. 

Dr. Burgess. But because you used some of that figure for your 
Office for start-up costs, then the entire $5 billion was not avail- 
able, was it? 

Mr. Angoff. And that is the intent because the language says 
$5 billion is authorized to carry out the provision. 

Dr. Burgess. Oftentimes we have a limiting amount that only 5 
percent can be used for administrative function, but there was no 
such limitation in this case, was there? 

Mr. Angoff. That is right. 

Dr. Burgess. So, again, I point to the fact that it would be great 
to have that budgetary information, that detailed budgetary infor- 
mation. 
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Now, you were hired a year ago as we have already established, 
and you were involved in the outline of the development of the cre- 
ation of OCIIO, the predecessor of CCIIO or whatever it is. I get 
confused. Who appointed you? 

Mr. Angoff. The Secretary. 

Dr. Burgess. And who advised the Secretary on the creation of 
the Office of Consumer Information and Insurance Oversight? 

Mr. Angoff. I did not. 

Dr. Burgess. Do we know who? 

Mr. Angoff. I don’t know. 

Dr. Burgess. You had a Deputy at the time. Was the Deputy in- 
volved in providing that advise to the Secretary? 

Mr. Angoff. My Deputy? 

Dr. Burgess. Yes. 

Mr. Angoff. Not to my knowledge. 

Dr. Burgess. Well, who decided that it was a good idea to put 
it in the Secretary’s office? 

Mr. Angoff. I don’t know. 

Dr. Burgess. Well, we have already established that there was 
a reason then to move it to CMS. Mr. Larsen, can you help us with 
that just a little bit more why it was so important to have it freely 
mobile within HHS at one point and then suddenly bring it under 
the control of CMS? 

I got to tell you with all due respect it does look like we were 
trying to move things around, and it was because this committee 
indirectly started asking questions about what was happening and 
beginning to shine a little light on the activities, because I got to 
tell you, most members of Congress were blissfully unaware, Mr. 
Angoff, of your activities last fall. 

Mr. Larsen. I would characterize it this way. I hope this is help- 
ful. It is kind of the difference between a startup and then running 
the operation. They had to start this thing up from scratch. 

Dr. Burgess. And I don’t dispute that, but it is just interesting 
that after the questions started to get asked when the discussion 
was made 

Mr. Larsen. They weren’t connected. We concluded that 

Dr. Burgess. Let me ask you this, Mr. Angoff. We had a nice dis- 
cussion in November, and I was concerned, if I got a constituent 
back home that says, well, I want one of these waivers, how do I 
get one? And it actually wasn’t available on the Web site that, at 
that time. It was shortly after our visit that that information did 
become available on the Web site, so I am greatly appreciative that 
you did that, but as you were developing this, why was there not 
more thought given to how do we get this out to just the regular 
guy on the street who may run a small business or a restaurant 
or may need this waiver? 

Mr. Angoff. Well, we did give it some thought. As you said, it 
is on the Web site now. It is a transparent process, and we think 
it has worked well. 

Dr. Burgess. But, again, this was all in the works for some time, 
and it just strikes me as odd that you wouldn’t have had that one 
simple feature out there early on to make this more accessible to 
more people. Obviously it is a very popular waiver program, very 
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popular, and many people want to participate in it, and again, I 
dare say they will still want to after 2014. 

Mr. Chairman, I yield back. 

Mr. Stearns. All right. Mr. Griffith from Virginia is recognized 
for 5 minutes. 

Mr. Griffith. Thank you, Mr. Chairman. Let me ask you this in 
regard to the shift. I think I heard earlier that part of the reason 
for that was that there were would be efficiencies gained. I have 
also heard there were 252 employees. I am wondering how many 
employees have been let go or been transferred subsequent to the 
shifts in the attempt to make efficiencies. 

Mr. Larsen. Sure. Well, I guess a couple of answers. One, we are 
in a 60- to 90-day transition period. We have a transition team 
from CMS and a transition team from our shop working together 
to nail down these efficiencies. We don’t anticipate laying people 
off, but as Jay mentioned there are certainly areas where we 
don’t — we are not going to staff up in the future, for example, and 
we have got to figure out what exactly that staffing level is going 
forward. 

So we are right in the middle of that process from a staffing per- 
spective. 

Mr. Griffith. So you made the move for the efficiencies, but we 
don’t know what — how much you are going to 

Mr. Larsen. Well 

Mr. Griffith [continuing]. How many employees you are going 
to be able to save, how many spots you are going to be able to re- 
duce? 

Mr. Larsen. Well, let me rephrase that. We are not talking 
about necessarily reducing — meaning laying people off. I mean, we 
have told our people we are not laying people off, but as attrition 
comes in and as we get efficiencies with the budget people and with 
the legislative office and with the programs office, there is 

Mr. Griffith. So you are planning to do it through attrition, but 
do you have any idea what your target — how many 

Mr. Larsen. That is — no. 

Mr. Griffith [continuing]. Spots you wish to get of? 

Mr. Larsen. That is what we are working — we are, literally as 
we speak, working through the exact components. 

Mr. Griffith. And I am new to the Federal Government but 
wouldn’t it make sense to have some idea of what — how many folks 
or how many spots you were going to eliminate if the reason for 
shifting was efficiencies 

Mr. Larsen. Well, we didn’t 

Mr. Griffith [continuing]. Before you made the shift? 

Mr. Larsen [continuing]. Go in with a hard and fast number 
about what we want to save. We clearly understood as we were 
continuing to stand up OCIIO,and that we need to have functions 
here, and that CMS has those functions, and those 

Mr. Griffith. Let me shift gears. 

Mr. Larsen. Sure. 

Mr. Griffith. Isn’t it true that the employers’ plans which have 
received these waivers are likely to drop coverage for their employ- 
ees is no longer affordable in 2014, finding it cheaper to pay the 
penalty, if applicable? 



72 


Mr. Larsen. I don’t think so. 

Mr. Griffith. Well, the CBO estimates approximately three mil- 
lion employees will be dropped by their employers into the ex- 
changes, and in that circumstance won’t the individuals be forced 
to buy a more comprehensive plan at a greater cost to themselves 
and at a greater cost to the taxpayer if that premium then has to 
be subsidized through the exchange? 

Mr. Larsen. Well, they will have an option for better coverage, 
and if they meet the guidelines for subsidies, then they will have 
the opportunity to get that coverage, but that is paid through the 
various sources as you know, the funds, the Affordable Care Act. 

Mr. Griffith. But isn’t it correct that if there are, in fact, three 
million employees that are dropped, that that is going to put some 
burden onto the exchanges and the subsidies? 

Mr. Larsen. Well, it means there would be more people there, 
but I think, as we have talked about, there are a number of aspects 
of the ACA that reduce costs overall, so I think those costs are 
going to be manageable and affordable for people in those policies. 

Mr. Griffith. But as Mr. Angoff said earlier when he didn’t like 
somebody’s opinion, actuaries just give you opinions and then you 
have to see if they are right. This would also be the case with what 
you have just said. We have to see whether or not those actuaries 
are right, and many times they are not. Isn’t that correct? 

Mr. Larsen. Well, if you have two actuaries, there is always the 
possibility 

Mr. Griffith. One of them is going to be wrong. 

Mr. Larsen. Right. 

Mr. Griffith. I yield back my time. 

Mr. Stearns. I thank the gentleman. Before I recognize the gen- 
tleman from New York for 5 minutes I ask unanimous consent to 
put this into the record, a letter from Kathleen Sebelius. 

Without objection, so ordered, and it is dated January 5, 2011. 

[The information appears in the exhibit binder at the conclusion 
of the hearing.] 

Mr. Stearns. The gentleman from New York is recognized for 5 
minutes. 

Mr. Weiner. Thank you, Mr. Chairman. I have been watching 
with some interest in — my office has been trying to do the appro- 
priation bill on the floor at the same time. 

I just want to try to set this up a little bit. You know, we have 
this tendency to believe that this debate is about health care, and 
to some degree it is, but what it is really about is how we pay for 
the health care we get. I mean, isn’t it true, Mr. Larsen, that if 
someone is struck by lightening and they are lying on the street, 
that an ambulance will come and pick them up, that a doctor will 
try to resuscitate them, if they need surgery, they will probably get 
it, but the question becomes how it is we pay for that care and how 
we insure certain minimum standard of care. 

Is that right, Mr. Larsen? 

Mr. Larsen. That is correct. 

Mr. Weiner. And are there not really three possibilities? One is 
the employer-based model, which is we pay premiums to an insur- 
ance company, they set the rules, they set the standards, we go to 
them, we pay them, and they pass the money along to the hos- 
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pitals, to the doctors, to the amhulance driver, and then they take 
a certain amount of profit. 

The second model is the one where basically you don’t have a pri- 
vate company passing along costs. A government agency kind of 
does that. For example. Medicare is like that. No government offi- 
cer, Mr. Larsen, is paid to be the doctor. It is just a matter of how 
we are paid for that care. 

And then there is the third traunch of people which have no cov- 
erage whatsoever. They are the people that don’t have any insur- 
ance whatsoever, and we hope and hope and hope they have money 
in their own pocket to pay for that care, but if they don’t, isn’t it 
true, Mr. Larsen, that what would wind up happening is we are 
stuck with some tough choices. We can say to the hospital doctor, 
tough. You got to suck it up, and sometimes hospitals go out of 
business. We lost 17 hospitals, Ms. DeGette, in New York just since 
the year 2000. 

Or we can say, you know, let us come up with some kind of reim- 
bursement program, own reimbursed care. Different States have 
different rules, the Federal Government has different rules. Or we 
can do this. We can say to the taxpayer, why don’t you pay it, and 
we will figure out later on how we need to work that, and that is 
why States get stuck with such a large cost, localities get stuck 
with large costs. 

When we had this discussion about how to come up with a sys- 
tem for dealing with those people that are uninsured, what did we 
do? We didn’t go for the model that someone like I would have 
liked, which is let us say like Medicare, for more Americans, even- 
tually covering all Americans. We went with basically a free-mar- 
ket model and said, let us try the employer-based system. Let us 
try to offer people both incentives, subsidies, and then if they don’t 
do it, we are going to say to them, you know what? You can’t pass 
your bills along to everyone else. You are going to have to pay a 
little extra if you are going to do that. 

Wasn’t it, in fact, the system that we set up a reliance upon the 
market-based model, the free-market model that says insurance 
companies, you go do this work? Wasn’t that basically the path we 
followed here, Mr. Larsen? 

Mr. Larsen. Yes. 

Mr. Weiner. And further, Mr. Larsen, do not insurance compa- 
nies, and they are not venal people. They are in a business. They 
are in a free-market business. Do they not make the most profits 
if they take in the highest amount of premiums and pay out the 
least amount in care? Don’t they then make the most profit? 

Mr. Larsen. Yes. 

Mr. Weiner. And isn’t the model today structured to incentivize 
them to do that? The problem is, Mr. Larsen, and Mr. Angoff, is 
that that model is not necessarily in the interest of our constitu- 
ents or good care. 

I will give you an example. What if they decide we don’t want 
to cover preventative care, or we don’t want to cover people for the 
entire life of their illness. We just want to cover the first couple of 
days. They are going to make more money. Their stockholders are 
going to do well. That company is going to do well, but it is not 
necessarily in the best interest of the American people, whether 
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you are in a Republican congressional district or a Democratic. 
Sometimes we want to say to them, you know what? We want to 
have some standards we want you to uphold. We don’t want you 
to go out of business. We have socked it in on this process. We obvi- 
ously want insurance companies to do well to make a healthy prof- 
it. We want them to be around for years to come. 

But the question is should we say to them, maybe we should put 
basic requirements that if that guy is lying on the street, you can’t 
look at him and say, oh, I don’t think this guy is going to be a good 
deal and have the insurance company keep driving by. No, of 
course not. We got to be able to make coverage. 

And you know what? They are doing remarkably well. Let us 
face it. If you bought insurance company stock at the beginning of 
the recent downfall, you would still be doing pretty well because 
people keep getting sick, people keep getting struck by lightning, 
people keep needing that care. They are doing OK. As a matter of 
fact, if you want to find the easiest, let us say $300 billion or so, 
you can take out, you can transfer in health care costs to better 
care and reduce taxes for people. You might want to look at the 
percentage of the health care budget that we put to insurance com- 
pany profits. 

So the idea that somehow government is coming in and imposing 
some government solution, there is not a single government doctor 
that has been hired, a single government nurse, a single govern- 
ment operator of an X-ray machine. But that doesn’t mean we 
should simply say you are unfettered by any regulatory force. 

For all of the talk about let us have transferring of being able 
to buy insurance policies over State lines, none of my Republican 
friends have said, let us get rid of State insurance commissioners 
and State insurance regulations because we acknowledge we need 
some basic regulations. 

Mr. Larsen, is that basically in a broad form what your office has 
been spending part of its time doing? 

Mr. Larsen. Yes. 

Mr. Weiner. Thank you, and I await a second round, Mr. Chair- 
man. 

Mr. Stearns. All right. The gentleman has advocated strongly 
for Medicare as a solution, so he has made that argument all dur- 
ing our markups, and I think he — and I appreciate him coming 
down. 

I think what we are going to do, we are finished the rounds. I 
thought the ranking member would have a chance to close, and 
then I would say a few 

Ms. DeGette. I would ask unanimous consent that 

Mr. Stearns. Objection. Just let me just clarify. Generally when 
we do the rounds, a member has to be here. So — but if the member 
shows up in the beginning and then goes to the restroom and 
comes back, then that is OK, but if someone comes at the very 
end — I think your eloquent goes to the equivalent of three. 

So at this point I think we are going to have — we have been here 
3 hours, and we are going to let the ranking member conclude, and 
then I will say a few closing comments, and we appreciate the wit- 
nesses bearing through the rest of us. 

Go ahead. 
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Ms. DeGette. Thank you so much, Mr. Chairman. I just have a 
couple of questions to clarify. I guess I would ask either one of you 
gentlemen, if this agency was moved because of any action that 
this Oversight and Investigations Committee or the Energy and 
Commerce Committee in general made? 

Mr. Angoff. No, it was not. 

Ms. DeGette. And why was it moved? 

Mr. Angoff. It was moved because there are efficiencies to be 
gained, as we mentioned, in such functions as budget, personnel, 
external affairs, IT, and other front office functions. There are effi- 
ciencies to be gained. 

Ms. DeGette. So it was actually done to make the program oper- 
ate in a more efficient manner? 

Mr. Angoff. That is correct. 

Ms. DeGette. Now, there was some question about the agency’s 
budget, and I just wanted to clarify. As I recall, the HHS overall 
budget request was about $79 billion, and from what I have heard 
is that your Office’s budget, Mr. Larsen, is roughly about $330 mil- 
lion for 2012. Is that correct? 

Mr. Larsen. Yes. 

Ms. DeGette. So of that amount that would — of the CMS budg- 
et, which, of course, is much smaller than the overall HHS budget, 
your budget request would be around $7.5 of the CMS budget re- 
quest and less than one-half of 1 percent of the overall HHS discre- 
tionary budget request for 2012. Is that correct? 

Mr. Larsen. Correct. 

Ms. DeGette. And what your agency is doing by giving these 
waivers, it is working with companies, both private companies and 
also group plans, to give them appropriate waiver so that they can 
give insurance to their employees during the gap between now and 
2014, when those employees will be having more options. Is that 
correct? 

Mr. Larsen. That is correct. 

Ms. DeGette. Mr. Chairman, I will yield my remaining 2 min- 
utes to Mr. Weiner. 

Mr. Weiner. While you are here, can you clear up a couple of 
things? I understand in the Health Care Act we hired 16,000 IRS 
officers. That is not true, is it? 

Mr. Larsen. I don’t know. 

Mr. Weiner. Yes. That was one of those made-up things. I actu- 
ally wanted a couple of moments to tick off the made-up stories 
about the health care, but I realize 2 minutes and 48 seconds will 
barely tip the iceberg, but let me just — that is one of the stories 
that is made up. 

Secondly, there is this notion about the Health Care Act that has 
been perpetuated widely that government is going and taking over 
health care, government takeover of health care is said over and 
over again. 

Under the Act today, under the Act today, or under the Act when 
it is implemented, will there ever be a situation where there will 
be a government employee, a government employee telling a doctor 
what process or processes that they can offer to a patient? 

Mr. Larsen. Not to my knowledge. 
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Mr. Weiner. However, there still will be, because we have pri- 
vate insurance companies, still will be insurance companies that 
are going to have broad discretion to be jackasses with their cus- 
tomers. Right? You can’t — there are still going to be people, they 
are still going to keep you on hold for hours. There is nothing in 
the bill that prevents that. Right? 

Mr. Larsen. If your question is does it preserve the private mar- 
ket for insurance companies, yes. 

Mr. Weiner. Yes. You are much more delicate than I am, Mr. 
Larsen. 

Let me ask you another question. There is this notion that we 
are paying a couple of years, we are paying 10 years of taxes for 
6 years of service. Isn’t it true that today as we speak that senior 
citizens have — that senior citizens are getting help reducing the 
cost for prescription drugs, the so-called donut hole? Isn’t that true 
that that is true today, this second? 

Mr. Larsen. Yes. 

Mr. Weiner. Is it also not true that under Medicare processes 
that used to be subject to a co-payment are now not covered — that 
now do not — or has that not taken affect yet? 

Mr. Angoff. No, that is in effect. 

Mr. Weiner. That has. That is today? 

Mr. Angoff. Yes, sir. 

Mr. Weiner. Year — basically year 1, week 1, month 1 of the new 
Health Care Act. 

Let me finally ask you in the remaining 60 seconds about the 
idea of the death panel. What section or line is the death panel in? 
And just so you know, it was widely circulated by all kinds of 
media outlets and perpetuated by some members of this Congress 
that there was an effort going to be made in order to reduce end- 
of-life coverage. They were going to tell some people they could not 
get that coverage. Is that anywhere in the Act, anywhere in the 
regulation, or anywhere in the attempt of the law? 

Mr. Angoff. No. I haven’t been able to find it. 

Mr. Weiner. Now, can I ask you this question. Is it also true 
that the way the private insurance model is supposed to work is 
that if you aggregate the cost on a wider population, meaning more 
people get private coverage, that in theory according to free-market 
principles that aggregation of cost means lower costs to the whole 
population? 

Mr. Angoff. That is right. That is the fundamental principle of 
insurance. You spread the risk as widely as possible. 

Mr. Weiner. Thank you very much, and I yield back what time 
is remaining. 

Mr. Stearns. All right. The gentlelady yields back, and we are 
going to conclude. I have, as Chairman I have the opportunity to 
offer a few closing comments. 

I would say a question that, you don’t have to answer but there 
is a competitive effectiveness for it which is part of this bill which 
is trying to determine efficiency of delivery, which is being con- 
strued by some as a case of cutting off certain services for, shall 
we say, medical practice. 

But anytime you have a government mandate on insurance com- 
panies, you have a government mandate on employers and employ- 
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ees, that is considered a government-run system, and that is why 
in both the State of Virginia and the State of Florida they have 
ruled this mandate unconstitutional. 

But I would just close with this comment. The New York Times 
recently reported on December 8, 2010, that you folks have leased 
an office in Bethesda and are, “paying almost double the market 
rate for the space.” This is what the New York Times reported, and 
I assume that is true. 

Mr. Angoff. No, it is not, Mr. Chairman. 

Mr. Stearns. It is not true. I will give you a chance to correct 
that 

Mr. Angoff. No, it is not. 

Mr. Stearns [continuing]. Because you think the New York 
Times is incorrect. 

Mr. Angoff. In that case, yes, it is. The Bethesda office space 
was something that we didn’t seek. We rented in Bethesda because 
the rates in Bethesda were lower, substantially lower than they 
were in Washington, DC, and in addition, there was the extra 
added bonus that the space there was already built out. We didn’t 
want to go to Bethesda. We would much rather have preferred to 
be 

Mr. Stearns. In Washington. 

Mr. Angoff [continuing]. DC, but it was cheaper, and we could 
get it, get in there faster. 

Mr. Stearns. OK. So if I went to the landlord of that building 
you are in, they would lease it to me for the same amount that you 
are paying? 

Mr. Angofe. I don’t know what they would do. 

Mr. Stearns. So it is possible that you are paying, even though 
you are paying less than you would be in Washington, DC, you are 
paying more than the market rate for that Bethesda facility. I 
think that is what the New York Times 

Mr. Angofe. No, and I think 

Mr. Larsen. I think that the error was that there is a difference 
between rentable space and usable space, and you get different 
rates based on whether it is, for example, ready to move in. So the 
market rate for rentable space, which is what my understanding is 
the GSA negotiated, was, in fact, the market rate for rental space. 

Mr. Stearns. Just giving you an opportunity. I just thought it 
ironic when we are trying to bring health care costs and the main 
core constituency that is deciding what the Health Care Bill should 
be is paying too high a market rate. So that is my only thought 
about it. 

Let me just close by allowing all members to offer questions for 
a period of up to 10 days. If you have additional questions, you are 
welcome to offer those. I want to thank the witnesses for your par- 
ticipation, and without further ado, the Committee is adjourned. 

[Whereupon, at 12:30 p.m., the subcommittee was adjourned.] 

[Material submitted for inclusion in the record follows:] 

Prepared Statement oe Hon. Fred Upton 

Thank you, Mr. Chairman, for convening our first oversight hearing on the Pa- 
tient Protection and Affordable Care Act (“PPAC”). 
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This oversight hearing is long overdue. The PPACA was enacted almost 1 year 
ago, and this is the first time this Committee has held an oversight hearing on the 
law. I know some may think we are moving too fast, or asking too many questions 
of the Department of Health and Human Services about the implementation of 
health care reform. But if you ask me, over the last year, this Committee didn’t ask 
enough questions. 

So today we begin our work. We will start by examining the Center for Consumer 
Information and Insurance Oversight. The Center is part of HHS and is responsible 
for implementing the PPACA. The current director of the Center, Mr. Steve Larsen, 
and its former director, Mr. Jay Angoff, are here to testify on behalf of HHS. 

I think it is fair to say that this subcommittee has enough questions about the 
implementation of health care reform that we could keep Mr. Larsen and Mr. Angoff 
here testifying for the rest of the week. Today I am anxious to hear about the waiv- 
ers the Center has been busy issuing to various health care plans offered by states, 
unions, and other employers. These waivers exempt those plans from the PPACA’s 
requirements, in particular, the requirement that prohibits employers from impos- 
ing annual or lifetime limits on benefits. To date, the Center has issued over 900 
waivers to health plans, and that number is rising every day. 

This Committee has requested a number of documents about the waivers issued 
by the Center. We have some documents, but not all. The documents we do have 
show that compljdng with the PPACA would have forced hundreds of businesses to 
drop the health insurance plans they provide to their workers because the plans 
that Obamacare would have forced them to have would have been too expensive, 
and would have bankrupted those businesses. 

What does it say about the feasibility of a law when you need to exempt over 900 
health plans (so far) — or 2.5 million people — from complying with it? While I think 
it is a good thing that HHS recognized the significant problems posed by the 
PPACA — and exempted these health plans from a requirement that would have re- 
sulted in thousands of people losing their health insurance or having reduced bene- 
fits — I think it’s a tacit admission that the PPACA is fundamentally flawed. 

I also have questions for Mr. Angoff and Mr. Larsen about the Center’s operations 
and its role, now that it has been moved from the Office of the Secretary of HHS 
to the Centers for Medicare and Medicaid Services (“CMS”). As the entity respon- 
sible for the massive changes being made to the private health care industry, I want 
to know what lessons the Center has learned as we approach the 1-year anniversary 
of the PPACA’s enactment. I hope the witnesses will have some insights to share. 

As Chairman of this Committee, I am committed to investigating the implementa- 
tion of the PPACA. I think it is important that we uncover the facts about how this 
law is being implemented and what it means for the individuals and employers who 
have to live with its costly requirements. Only when we understand what worked 
and what didn’t can this Congress enact meaningful healthcare reform that lets peo- 
ple keep their coverage and doesn’t pass the bill to future generations. 

I thank you, Mr. Chairman, and I yield back. 


Prepared Statement of Hon. John D. Dingell 

Thank you, Mr. Chairman. 

The Department of Health and Human Services was tasked with the tremendous 
responsibility of implementing the Affordable Care Act, with the Center for Con- 
sumer Information and Insurance Oversight serving as one of the greatest consumer 
protections under this new law. 

CCHO has the critical responsibilities of providing consumers with comprehensive 
and accessible information about health plans, monitoring and ensuring compliance 
within the private insurance market, and overseeing the creation of state insurance 
exchanges. The success of CCHO in these tasks is essential to providing consumers 
with affordable and quality health coverage now and when the health insurance ex- 
changes are up and running. 

In the time since the Affordable Care Act has been implemented, I believe that 
CCHO used its authority appropriately to assist States, employers and insurers in 
complying with the law, while also ensuring that employers — both small and large — 
are not unnecessarily and negatively impacted by the Affordable Care Act. Their ef- 
forts at creating and providing transparency in implementing key provisions of the 
law have resulted in effective and efficient roll-outs of the Early Retiree Reinsur- 
ance Program and the Pre-existing Condition Insurance Plan. 

Further, the development of the waiver process for annual limits has struck a 
delicate balance between protecting the access of millions of consumers in “mini- 
med” plans to affordable coverage, while also assisting a diverse array of employers 
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and insurers with the information and tools necessary to navigate the application 
process. 

The work CCIIO is doing now in the areas of annual limits, rate review, Early 
Retiree and PCIP all will lay a solid and necessary foundation for the creation of 
the health insurance exchanges, while ensuring uninterrupted care in the mean- 
time. I commend CCIIO for their work done thus far, and I hope that today’s hear- 
ing will serve as yet another opportunity for the American people to learn about 
how ACA is improving the quality of their health coverage. 
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Dear Congressman Waxman: 

On behalf of the American Heart Association (AHA), its American Stroke Association 
division, and more than 22 million volunteers and supporters nationwide, we appreciate the 
opportunity to comment on the Affordable Care Act’s provision to eliminate annual dollar 
limits on essential benefits over time, beginning by limiting unreasonable annual iimits. 

When fully implemented by 2014, we believe that the ban on annual limits will be very 
helpful to patients living with heart disease and stroke. In a survey AHA commissioned 
that was released last year, 56 percent of patients reported that they had difficulty paying 
for health care services - and nearly half of those patients were insured. 

Patients with chronic or serious cardiovascular conditions requiring extensive medical care 
can be left with significant out-of-pocket costs, even when insured, in part due to 
inadequate insurance coverage. For instance, the estimated average U.S. billed charges for 
the first year following a heart transplant were nearly $788,000 in 2008. Likewise, average 
first year billed charges for a heart-lung transplant were S 1 . 1 million in 2008, As these 
costs illustrate, even patients with insurance coverage for their transplants can still face 
significant out-of-pocket costs. Perhaps, therefore, it is not surprising that cardiovascular 
disease is a leading cause of medical bankruptcy, and heart disease and stroke cause among 
the highest out-of-pocket expenses for those experiencing financial difficulties due to 
medical expenses, with stroke resulting in average out-of-pocket spending of $23,380 and 
heart disease $21,955 in 2007. 

We look forward to the day when annual limits are completely banned in 20 1 4. Until then, 
we strongly support the requiring of prominent warnings to consumers and employers 
when they are enrolled in or considering purchasing a health plan with an annual limit. 
Insurers or health plans should also be required to notify enroilees when they are close to 
reaching an allowed annual limit. Thank you for your consideration of our comments. 

Sincerely, 

Sue A. Nelson 

Vice President, Federal Advocacy 


American Heart Association • Adv«:a(^ Depar^nent ■ 1150 Connecticut Ave. NW ■ Suite 300 ■ Washington, DC 20036 
PhOTie: (202) 785-7900 • Fax: (202) 785-7950 • www, yourethecure.org 
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Cancer Action Network 
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February !5, 20!1 

The Honorable Diana DeGette, Ranking Member 
Subcommittee on Oversight and Invcstigaiior^ 

Energy and Commerce Committee 
United States House of Representatives 
2125 Rayburn House Office Building 
Washington, DC 20515 

Dear Representative DeGette: 

We understand the House Committee on Energy and Commerce is undertaking a series of hearings on the insurance 
market reforms enacted as part of the Affordable Care Act. Speaking on behalf of millions of cancer patients, survivors 
and their families, the American Cancer Society Cancer Action Network strongly suppoits these reforms, including the 
elimination of lifetime and annual benefit limits on coverage. 

One of the less visible but very significant problems among cancer patients is being ‘‘undcrinsurcd” - having insurance 
that offers too little coverage to fully address the needs of a serious medical condition like cancer. Cancer patients with 
inadequate coverage fece devastating out-of-pocket costs for treatment, and thus face the additional stress of financial 
instability. A 2006 survey of cancer patients and their families found that one in five cancer patients with insurance used 
a!! or most of their savings when dealing with the financial costs of cancer.’ Medical debt is an important cause of 
bankruptcy filing in the United States. Another study examined the causes of bankruptcy and found that 1 .9 - 2.2 million 
Americans experienced bankruptcy medical related in 200 1 } Among those with illnesses that led to bankruptcy, their 
out-of-pocket costs averaged less than S 1 2,000, yet three-quarters had insurance at the time of their diagnosis - insurance 
that was simply inadequate to deal with catastrophic or chronic illness like cancer. 

Last June, the U.S. Department of Health and Human Services issued an interim final regulation on the subject of annual 
coverage limits. The rule proposed a minimum limit of $750,000 for plans after September 23, 2010, with those limits 
rising annually, reaching $2 million by 2013, and with no limit after 2014. By eliminating arbitrary annual benefit limits 
the Affordable Care Act will make sure that cancer patients have access to health care and treatment when they become 
sick. 

The regulation also rixognized that some v^y inexpensive employer plans which have very low annua! limits can not 
comply with the higher limit requirement and still remain affordable for the policy holders. While recognizing the 
complete inadequacy of such coverage for caiKer patients and those with chronic disease, the rule recognized that for 
some people, inadequate protection may be better than none at all. Thus, these plans may request a waiver, and a waiver 
may be warranted in some situations. It should, however, come with some obligations on the part of the health insurance 
plans, in November, HHS issued guidance requiring plans to notify enrollees when they receive a waiver, including an 
explanation of the reason for it and the protection that the consume would otherwise have had. This is a critical step 
toward consumer education and empowerment, and we commend HHS for taking it. We strongly believe the 
administration should be even more expansive in increasing disclosures and insurer transparency in the coming months 
and years. 


' USA Today, the Kaiser Family Foundation, the Harvard School of Public Health. National survey of households affected by cancer. 
August 1 - September 14, 2006. 

■ Himmeistcin DB, Warren E, Thorne D, Woolhandler S. Illness and injury as contributors to bankruptcy. Haalih /J^2005; Web 
exclusive; 63-73. 
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in the absence of insurance reform, adequate cov^age at affordable prlc^ is no longer attainable for many Americans. If 
we want all Americans to have meaningful access to quality health care, we need to change the insurance market rules, 
provide subsidies, streamline administrative process^ and neatly increase transparency and accountability. The 
Affordable Care Act provides a solid framework for achieving these gc»ls, and it is ACS CAN’S intent to work with all 
interested parties to implement the law successfully so that the health system works for people with cancer and other 
serious medical conditions. 


Sincerely, 



Dick Woodruff 

Vice President, Federal Relations and Strategic Alliances 
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HHS, Office of Consumer Information and Insurance 

November 1, 2010 

Oversight, Office of Oversight, Waiver Application 

for the Rice Food Markets. Inc. Group Health Plan. 

Part-Time Union Emplovees (“Plan ”). 

16. 

Littler, Ohio Conference of Teamsters & Industry 

January 20, 2011 

Health & Welfare Fund/ Application for Waiver from 

the Restricted Annual Limits Set Forth in the Interim 

Final Regulations. 

17. 

Jamba Juice, Reauest to Waive Annual Limits 

December 15, 2010 

Reauirements of PHS Act Section 2711. 

18. 

Whelan Security Co, Reauest for Waiver from 

September 21, 2010 

Annual Limit Restrictions. 

19. 

Nexion Health, Application for Waiver of PHS Act 

October 19, 2010 

Section 27 11 Restricted Annual Limits. 

20. 

Asnen Snowmass, PHSA Sec 2711-2011 Plan Year 

September 20, 2010 

Waiver Application. 

21. 

OK/DRDlDennv’sl Policy Forms #358571 . Waiver 

September 16, 2010 
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Application Reauests - Annual Limits Reauirements 


of PHS Act Section 2711. 

22. 

Johnson & Towers. Apvlication for Waiver of PHS 

December 22, 2010 

Act Section 27 11 Restricted Annual Limits. 

23. 

*Atlanta Plumbers & Steamfitters Fringe Benefit 

November 9, 2010 

VunAs, Application for Waiver of PHS Act Section 

2711 Restricted Annual Limits 

24. 

Heating. Pining and Refrigeration. Waiver 
Application. 

November 2, 2010 

25. 

CorresDondence between HHS/OCIIO and Vestal 

December 8, 2010 

Manufacturing Entemrises. Inc.. Application for the 

Waiver of the Annual Limits Reauirements of the 

(PHS Act) Section 2711. 
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THE SECRETARY OF HEALTH AND HUMAN SERVICES 
WASHINCTON, D,C. 20201 


January 5, 2011 


The Honorable Harold Rogers 
Chairman 

Committee on Appropriations 
U.S, House of Representatives 
Washington, D.C. 20515 

Dear Chainnan Rogers: 

1 am writing to inform you that the Department of Health and Human Services (HHS) plans to 
move the Office of Consumer Information and Insurance Oversight (OCIIO) out of the Office of 
the Secretary and into the Centers for Medicare & Medicaid Services (CMS). This proposal 
establishes the Center for Consumer Information and Insurance Oversight. 

After the Affordable Care Act (ACA) was signed into law last March, HHS established the 
Office of Consumer Information and Insurance Oversiglit within the Office of the Secretary so 
that HHS senior leadership could ensure tliat early policy and program development could be 
achieved, bringing to bear the greatest expertise across the Department. Now that we are moving 
into an operational phase of ACA implementation, we believe an operating division such as 
CMS has the best resources, in terms of expertise and administrative processes, to achieve 
successful implementation. This reorganization will also result in administrative savings and 
organizational efficiencies. The Center for Consumer Information and Insurance Oversight will 
continue to fulfill the functions of OCIIO -- providing national leadership in setting and 
enforcing standards for health insurance that promote fair and reasonable practices to ensure 
affordable, quality health care coverage is available to all Americans.. It will also provide 
consumers with comprehensive information on coverage options currently available so they may 
make informed health insurance choices. 

CMS wili be amending its section in the HHS Organization Manual through a Federal Register 
notice to reflect the reorganization. Enclosed please find the current CMS organization chart and 
the proposed CMS organization chart that reflects the changes. 

I appreciate the subcommittee’s continued interest in and support of the activities of CMS, and I 
would be happy to answer any questions you or your staff may have. 

iscm. 

Kathleen Sebelius 


Enclosures (2) 
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Subject: AppUcation for Waiver of the Annual limits Requirements of PHS Act Section 

2711 


Dear Waiver Applicant: 

■ Section 2711(a)(2) of the Public Health Service Act (PHS Act), as added by the Patient 
Protection and Affordable Care Act (Affordable Care Act), requte the Secretary to impose 
restrictions on the imposition of annual limits on the dollar value of essential health benefits (as 
defined in section 1302(b) of the Affordable Care Act) for any partidpanl or beneficiary in a new 
or existing group health plan or a new policy in the individual market for plan or policy years 
beginning on or after September 23, 2010 and prior to January 1, 2014. Specific^y, the 
Secretary' is granted the authority to detennine what constitutes a “restricted annual limit” that 
can still be imposed under such plans or polides prior to January 1, 2014. 

The interim final regulations published on June 28, 2010 (codified at 26 CFR 1 54..9815-27J9T; 
29 CFR § 2590.715-2719; and 45 (3® §147.126) established such restricted annua! limits. The 
regulations also provided that these restricted animal limits may be waived by the Secretary of 
Health and Human Services (HHS) if compliance with the interim final regulations would result 
in a significant decrease in access to benefits or a significant increase in premiums. Pursuant to 
the regulation, HHS issued guidance on September 3 regarding the scope and process for 
applying for a waiver. 

The Office of Qmsumer Information and Insurance Oveisi^t, Office of Insurance Oversight 
received and processed your application for the plan(s) or policy(ies) year beginning January 1, 
2011. We have determined that your application has not demonstrated that the requirement of 
the restricted annual limit would result in a significant decrease in access to benefits for those 
currently covered by such plans or policies, or a significant increase in premiums paid by those 
covered by such plans or policies. Please refer to. the interim final relations codified at 26 
CER § 54.9815-2719T; 29 CFR § 2590.715-2719; and 45 CFR §147.126 for the restricted annual 
limits, $750,000 for a plan year beginning on or after September 23, 2010, but before 
September 23, 2011. 

If yon have any questions regarding this letter, please eniail OCnOOversight@hh5.gov . 


1 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 
Centers for Medicare & Medicaid Services 
7500 Security Boulevard, Mail Stop N3-01-21 
Baltimore, Maryland 21244-1850 

Office of the Actuary 



DATE: April 22, 2010 

FROM: Richard S. Foster 
Chief Actuary 

SUBJECT: Estimated Financial Effects of the “Patient Protection and Affordable Care Act,” 
as Amended 


The Office of the Actuary has prepared this memorandum in our longstanding capacity as an independent 
technical advisor to both the Administration and the Congress. The costs, savings, and coverage impacts 
shown herein represent our best estimates for the Patient Protection and Affordable Care Act. We offer 
this analysis in the hope that it will be of interest and value to policy makers and administrators as they 
implement and monitor these far-reaching national health care reforms. The statements, estimates, and 
other information provided in this memorandum are those of the Office of the Actuary and do not represent 
an official position of the Department of Health & Human Services or the Administration. 


This memorandum summarizes the Office of the Actuary’s estimates of the financial and 
coverage effects through fiscal year 2019 of selected provisions of the “Patient Protection and 
Affordable Care Act” (P.L, 111-148) as enacted on March 23, 2010 and amended by the “Health 
Care and Education Reconciliation Act of 2010” (P.L. 1 11-152) as enacted on March 30, 2010. 
For convenience, the health reform legislation, including amendments, will be referred to in this 
memorandum as the Patient Protection and Affordable Care Act, or PPACA. 

Included are the estimated net Federal expenditures in support of expanded health insurance 
coverage, the associated numbers of people by insured status, the changes in Medicare and 
Medicaid expenditures and revenues, and the overall impact on total national health 
expenditures. Except where noted, we have not estimated the impact of the various tax and fee 
provisions or the impact on income and payroll taxes due to economic effects of the legislation. 
Similarly, the impact on Federal administrative expenses is excluded. A summary of the data, 
assumptions, and methodology underlying our national health reform estimates will be available 
in a forthcoming memorandum by the OACT Health Reform Modeling Team. 

Summary 

The table shown on page 2 presents financial impacts of the selected PPACA provisions on the 
Federal Budget in fiscal years 2010-2019. We have grouped the provisions of the legislation into 
six major categories: 

(i) Coverage provisions, which include the mandated coverage for health insurance, a 
substantial expansion of Medicaid eligibility, and the additional funding for the Children’s 
Health Insurance Program (CHIP); 

(ii) Medicare provisions; 

(iii) Medicaid and CHIP provisions other than the coverage expansion and CHIP funding; 

(iv) Provisions aimed in part at changing the trend in health spending growth; 
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(v) The Community Living Assistance Services and Supports (CLASS) program; and 

(vi) Immediate health insurance reforms. 

The estimated costs and savings shown in the table are based on the effective dates specified in the 
law as enacted. Additionally, we assume that employers and individuals would take roughly 3 to 
5 years to hilly adapt to the new insurance coverage options and that the enrollment of additional 
individuals under the Medicaid coverage expansion would be completed by the third year of 
implementation. Because of these transition effects and the fact that most of the coverage 
provisions would be in effect for only 6 of the 10 years of the budget period, the cost estimates 
shown in this memorandum do not represent a full 10-year cost for the new legislation. 


Estimated Federal Costs (+) or Savings (-) under Selected Provisions 
of the Patient Protection and Affordable Care Act as Enacted and Amended 
(in billions) 







Fiscal Year 





Total, 

2010-19 

Provisions 

2010 

2011 

2012 

2013 

2014 

2015 

2016 

2017 

2018 

2019 

Total* 

S9.2 

-$0.7 

-$12.6 

-$22.3 

$16.8 

$57.9 

$63.1 

$54.2 

$47.2 

$38.5 

$251.3 

Coveraget 

3.3 

4.6 

4.9 

5.2 

82.9 

119.2 

138.2 

146.6 

157.6 

165.8 

828.2 

Medicare 

1.2 

-4.7 

-14.9 

-26.3 

-68.8 

-60.3 

-75.2 

-92.1 

-108.2 

-125.7 

-575.1 

Medicaid/CHIP 

-0.9 

-0,9 

0.8 

4.5 

8.6 

5.1 

4.6 

3.4 

1.3 

1.7 

28.3 

Cost treiidl 

— 

— 

— 

— 

-0.0 

-0.1 

-0,2 

-0.4 

-0.6 

-0,9 

-2.3 

CLASS program 

— 

-2.8 

-4.5 

-5,6 

-5.9 

-6.0 

-4.3 

-3.4 

-2.8 

-2.4 

-37.8 

Immediate reforms 

5.6 

3.2 

1.2 

__ 

— 

— 

— 


_ 


10.0 


* Excludes Title IX revenue provisions except for sections 9008 and 9015, certain provisions with limited impacts, and Federal 
administrative costs. 

t Includes expansion of Medicaid eligibility and additional funding for CHIP. 

J Includes estimated non-M^icare Federal savings from provisions for comparative effectiveness research, prevention and 
wellness, fraud and abuse, and administrative simplification. Excludes impacts of other provisions that would affect cost 
growth rates, such as the productivity adjustments to Medicare payment rates (which are reflected in the Medicare line) and the 
section 9001 excise tax on high-cost employer plans. 

As indicated in the table above, the provisions in support of expanding health insurance coverage 
(including the Medicaid eligibility changes and additional CHIP funding) are estimated to cost 
$828 billion through fiscal year 2019, The Medicare, Medicaid, growth-trend, CLASS, and 
immediate reform provisions are estimated to result in net savings of about $577 billion, leaving 
a net overall cost for this period of $25 1 billion before consideration of additional Federal 
administrative expenses and the increase in Federal revenues that would result from the excise 
tax on high-cost employer-sponsored health insurance coverage and other revenue provisions. 
(The additional Supplementary Medical Insurance revenues from fees on brand-name 
prescription drugs under section 9008 of the PPACA, and the additional Hospital Insurance 
payroll tax income under section 9015, are included in the estimated Medicare savings shown 
here.) The Congressional Budget Office and the Joint Committee on Taxation have estimated 
that the total net amount of Medicare savings and additional tax and other revenues would 


— 2 — 
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somewhat more than offset the cost of the national coverage provisions, resulting in an overall 
reduction in the Federal deficit through 2019. 

The following chart summarizes the estimated impacts of the PPACA on insurance coverage. 
The mandated coverage provisions, which include new responsibilities for both individuals and 
employers, and the creation of the American Health Benefit Exchanges (hereafter referred to as 
the “Exchanges”), would lead to shifts across coverage types and a substantial overall reduction 
in the number of uninsured, as many of these individuals become covered through their 
employers, Medicaid, or the Exchanges, 
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Medicare Medicaid & CHIP Employer-sponsored Individual coverage Uninsured 

insurance (Exchange other) 

Note: Totals across categories are not meaningful due to overlaps among categories (Csg., Medicare and Medicaid). 


Estimated Effect of the Patient Protection and Affordable Care Act, 
as Enacted and Amended, on 2019 Enrollment by Insurance Coverage 
(in millions) 


165.9 164.5 


83.9 


60.5 60.5 



B Prior Law □ PPACA 


56.9 


By calendar year 2019, the mandates, coupled with the Medicaid expansion, would reduce the 
number of uninsured from 57 million, as projected under prior law, to an estimated 23 million 
under the PPACA. The additional 34 million people who would become insured by 2019 reflect 
the net effect of several shifts. First, an estimated 1 8 million would gain primary Medicaid 
coverage as a result of the expansion of eligibility to all legal resident adults under 133 percent^ 
of the Federal Poverty Level (FPL).^ (In addition, roughly 2 million people with employer- 


' The health reform legislation specifies an income threshold of 1 33 percent of the Federal Poverty Level but also 
requires Slates to apply an “income disregard” of 5 percent of the FPL in meeting the income test. Consequently, 
the effective income threshold is actually 138 percent of the FPL. For convenience, we refer to the statutory factor 
of 133 percent in this memorandum. 

' This provision would extend eligibility to two significant groups: (i) individuals who would meet current Medicaid 
eligibility requirements, for example as disabled adults, but who have incomes in excess of the existing State 
thresholds but less than 133 percent of the FPL; and (ii) people who live in households with incomes below 
133 percent of the FPL but who have no other qualifying fetors that make them eligible for Medicaid under prior 
law, such as being under age 18, age 65 or older, disabled, pregnant, or parents of eligible children. 

— 3 — 
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sponsored health insurance would enroll in Medicaid for supplemental coverage.) Another 
16 million persons (most of whom are currently uninsured) would receive individual insurance 
coverage through the newly created Exchanges, with the majority of these qualifying for Federal 
premium and cost-sharing subsidies. Finally, we estimate that the number of individuals with 
employer-sponsored health insurance would decrease overall by about 1 million, reflecting both 
gains and losses in such coverage under the PPACA. 

As described in more detail in a later section of this memorandum, we estimate that overall national 
health expenditures under the health reform act would increase by a total of $3 1 1 billion (0.9 percent) 
during calendar years 2010-2019, principally reflecting the net impact of (i) greater utilization of 
health care services by individuals becoming newly covered (or having more complete coverage), 

(ii) lower prices paid to health providers for the subset of those individuals who become covered by 
Medicaid, (but with net Medicaid costs from provisions other than the coverage expansion), and 

(iii) lower payments and payment updates for Medicare services. Although several provisions would 
help to reduce health care cost growth, their impact would be more than offset through 2019 by the 
higher health expenditures resulting from the coverage expansions. 

The actual future impacts of the PPACA on health expenditures, insured status, individual 
decisions, and employer behavior are very uncertain. The legislation would result in numerous 
changes in the way that health care insurance is provided and paid for in the U.S., and the scope 
and magnitude of these changes are such that few precedents exist for use in estimation. 
Consequently, the estimates presented here are subject to a substantially greater degree of 
uncertainty than is usually the case with more routine health care legislation. 

The balance of this memorandum discusses these financial and coverage estimates — and their 
limitations — in greater detail. 

Effects of Coverage Provisions on Federal Expenditures and Health Insurance Coverage 
Federal Expenditure Impacts 

The estimated Federal costs of the coverage provisions in the PPACA are provided in table 1, 
attached, for fiscal years 2010 through 2019. We estimate that Federal expenditures would 
increase by a net total of $25 1 billion during this period as a result of the selected PPACA 
provisions — a combination of $828 billion in net costs associated with coverage provisions, $575 
billion in net savings for the Medicare provisions, a net cost of $28 billion for the 
Medicaid/CHIP provisions (excluding the expansion of Medicaid eligibility and the additional 
CHIP funding), $2 billion in savings from provisions intended to help reduce the rate of growth 
in health spending, $38 billion in net savings from the CLASS program, and $10 billion in costs 
for the immediate insurance reforms. These latter five impact categories are discussed in 
subsequent sections of this memorandum. 

Of the estimated $828 billion net increase in Federal expenditures related to the coverage 
provisions of the PPACA, about one-half ($410 billion) can be attributed to expanding Medicaid 
coverage for all adults who live in households with incomes below 133 percent of the FPL. This 
cost reflects the fact that newly eligible persons would be covered with a Federal Medical 
Assistance Percentage (FMAP) of over 99 percent for the first 3 years, declining to 93 percent by 
the sixth year; that is, the Federal government would bear a significantly greater proportion of 

_ 4 __ 
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the cost of the newly eligible enrollees than is the case for current Medicaid beneficiaries.’ Also 
included in this cost is the additional funding for the CHIP program for 2014 and 2015, which 
would increase such expenditures by an estimated $29 billion. The remaining costs of the 
coverage provisions arise from the refundable tax credits and reduced cost-sharing requirements 
for low-to-middle-income enrollees purchasing health insurance through the Exchanges 
($507 billion) and credits for small employers who choose to offer insurance coverage 
($3 1 billion). The increases in Federal expenditures would be partially offset by the penalties 
paid by affected individuals who choose to remain uninsured and employers who opt not to offer 
coverage; such penalties total $120 billion through fiscal year 2019, reflecting the relatively low 
per-person penalty amounts specified in the legislation.'* 

The refundable premium tax credits in section 1401 of the PPACA (as amended by section 1001 
of the Reconciliation Act) would limit the premiums paid by individuals with incomes up to 
400 percent of the FPL to a range of 2.0 to 9,5 percent of their income and would cost an 
estimated $451 billion through 2019. An estimated 25 million Exchange enrollees (79 percent) 
would receive these Federal premium subsidies. The cost-sharing credits would reimburse 
individuals and families with incomes up to 400 percent of the FPL for a portion of the amounts 
they pay out-of-pocket for health services, as specified in section 1402, as amended. These 
credits are estimated to cost $55 billion through 2019. 

The PPACA establishes the Exchange premium subsidies during 2014-2018 in such a way that 
the reduced premiums payable by those with incomes below 400 percent of FPL would maintain 
the same share of total premiums over time. As a result, the Federal premium subsidies for a 
qualifying individual would grow at the same pace as per capita health care costs during this 
period. Because the cost-sharing assistance is based on a percentage of health care costs incurred 
by qualifying individuals and families, average Federal expenditures for this assistance would 
also increase at the same rate as per capita health care costs. After 201 8, if the Federal cost of 
the premium and cost-sharing subsidies exceeded 0.504 percent of GDP, then the share of 
Exchange health insurance premiums paid by enrollees below 400 percent of the FPL would 
increase such that the Federal cost would stay at approximately 0.504 percent of GDP. We 
estimate that the subsidy costs in 2018 would represent about 0.5 1 8 percent of GDP, with the 
result that the enrollee share of the total premium would generally increase in 2019 and later. 

As noted previously, the Federal costs for the coverage expansion provisions are somewhat 
offset by the individual and employer penalties stipulated by the PPACA. We estimate that 
individual penalties would provide $33 billion in revenue to the Federal government in fiscal 
years 2014-2019, taking into account the time lag associated with collecting the penalty amounts 
through the Federal income tax system. (A discussion of the estimated number of individuals 
who would choose to remain uninsured is provided below.) Additionally, for firms that do not 


’ For the newly eligible enrollee,s, the FMAP for fiscal year 2020 and later will be 90 percent, compared to an 
average of 57 percent for the previously eligible enrollee population. In addition, the estimated cost includes new 
Medicaid enrollments by previously eligible individuals as a result of the publicity, enrollment assistance through 
the Exchanges, and reduced stigma associated with Federal assistance for health care. Also included here are the 
Medicaid costs for the provision to extend Medicaid coverage to individuals up to age 26 who were previously in 
foster care. 

Employer penalties would be $2,000 per employee in 2014, generally, which is substantially less than the cost of 
providing health insurance coverage. The relationship between penalties and premiums is much more complicated 
for individuals than for employers; still, for many individuals the applicable penalty would be considerably smaller 
than the cost of coverage. 

— 5 — 
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offer health insurance and are subject to the “play or pay” penalties, we estimate that the 
penalties would total $87 billion in 2014-2019. 

The penalty amounts for noncovered individuals will be indexed over time by the CPI (or, in 
certain instances, by growth in income) and would normally increase more slowly than health 
care costs. As a result, penalty revenues for nonparticipating individuals are estimated to grow 
more slowly than the Federal expenditures for the premium assistance credits. Penalties for 
employers who do not offer health insurance will be indexed by premium levels and will thus 
keep pace with health care cost growth. 

The health reform act specifies maximum out-of-pocket limits in 2014 equal to the 
corresponding maximums as defined in the Internal Revenue Code for high-deductible health 
plans. We estimate that these limits would be $6,645 for an individual and $13,290 for a family 
with qualified creditable coverage (including employer-sponsored health insurance). For future 
years, the limits are indexed to the growth in the average health insurance premium in the U.S. 
Under this approach, the proportion of health care costs above the out-of-pocket maximum 
would be relatively stable over time. For the basic “bronze” benefit plan for individuals, with an 
actuarial value of 60 percent, we estimate that the cost-sharing percentage applicable before the 
out-of-pocket maximum is reached would average about 76 percent in 2014 and later. The 
corresponding cost-sharing rate for family coverage is 64 percent. For the “silver” benefit 
package, the individual and family cost-sharing rates below the out-of-pocket maximums would 
average about 47 percent and 40 percent, respectively. For the more comprehensive “gold” and 
“platinum” benefit packages authorized through the Exchanges, these initial cost-sharing levels 
would be significantly lower. 

Health Insurance Coverage Impacts 

The estimated effects of the PPACA on health insurance coverage are provided in table 2, 
attached. As summarized earlier, we believe that these effects will be quite significant. By 
calendar year 2019, the individual mandate, Medicaid expansion, and other provisions are 
estimated to reduce the number of uninsured from 57 million under prior law to 23 million after 
the PPACA. The percentage of the U.S. population with health insurance coverage is estimated 
to increase from 83 percent under the prior-law baseline to 93 percent after the changes have 
become fully effective. 

Of the additional 34 million people who are estimated to be insured in 2019 as a result of the 
PPACA, a little more than one-half (18 million) would receive Medicaid coverage due to the 
expansion of eligibility to adults under 1 33 percent of the FPL. (Included in the total are an 
estimated 50,000 individuals who would gain Medicaid coverage as former children in foster 
care programs and who could be covered up to age 26 under the new law.) We anticipate that 
the intended enrollment facilitation under the PPACA — i.e., that the Health Benefits Exchanges 
help people determine which insurance plans are available and identify whether individuals 
qualify for Medicaid coverage, premium subsidies, etc. — would result in a high percentage of 
eligible persons becoming enrolled in Medicaid. We further believe that the great majority of 
such persons (15 million) would become covered in the first year, 2014, with the rest covered by 
2016. About 2 million people who currently have employer-sponsored health insurance are 
estimated to enroll in Medicaid as a supplement to their existing coverage. 


— 6 — 
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We estimate that 16 million people would receive health coverage in 2019 through the newly 
created Exchanges under the PPACA. (Another 1 5 million, who currently have individual health 
insurance policies, are also expected to switch to Exchange plans.) We modeled the choice to 
purchase coverage from the Exchanges as a fiinction of individuals’ and families’ expected 
health expenditures relative to the cost of coverage if they were insured (taking into account 
applicable premium subsidies). We also considered the required penalty associated with the 
individual mandate if they chose to remain uninsured, along with other factors.^ Our model 
indicated that roughly 63 percent of those eligible for the Exchanges would choose to take such 
coverage, with the principal incentive being the level of premium assistance available. For many 
individuals, the penalty amounts for not having insurance coverage were not sufficiently large to 
have a sizable impact on the coverage decision. Also, in this regard, individuals or families 
would not be subject to a penalty for failing to enroll in an Exchange plan if the “bronze” 
premium level (reduced by the premium tax credit, if applicable) would exceed 8 percent of 
income. We estimate that this provision would exempt individuals and families with incomes 
between about 400 percent and 542 percent of the FPL, representing about 16 percent of the non- 
aged population. 

The new legislation would require the Office of Personnel Management to arrange for at least 
two private, raulti-State health plans to be offered through each health insurance Exchange. The 
multi-State plans would generally meet the same benefit, cost-sharing, network, and other 
requirements applicable to private Exchange plans and would negotiate payment rates with 
providers. (A State could enact a requirement for additional benefits in the multi-State plans, 
beyond the essential benefits specified for a qualified plan, but would have to make payments on 
behalf of eligible individuals to defray the cost of the additional benefits.) We estimate that the 
multi-State plans would have costs that were very similar to those for other Exchange plans. 

Employer-sponsored health insurance has traditionally been the largest source of coverage in the 
U.S., and we anticipate that it would continue to be so under the PPACA. By 2019, an estimated 
13 million workers and family members would become newly covered as a result of additional 
employers offering health coverage, a greater proportion of workers enrolling in employer plans, 
and an extension of dependent coverage up to age 26. However, a number of workers who 
currently have employer coverage would likely become enrolled in the expanded Medicaid 
program or receive subsidized coverage through the Exchanges. For example, some smaller 
employers would be inclined to terminate their existing coverage, and companies with low 
average salaries might find it to their — and their employees’ — advantage to end their plans, 
thereby allowing their workers to qualify for heavily subsidized coverage through the 
Exchanges. Somewhat similarly, many part-time workers could obtain coverage more 
inexpensively through the Exchanges or by enrolling in the expanded Medicaid program. 

Finally, as mentioned previously, the per-worker penalties assessed on nonparticipating 
employers are relatively low compared to prevailing health insurance costs. As a result, the 
penalties would not be a substantial deterrent to dropping or forgoing coverage. We estimate 
that such actions would collectively reduce the number of people with employer-sponsored 
health coverage by about 14 million, or slightly more than the number newly covered through 


^ Such other factors include age, gender of head of household, race, children, marital status, health .status, and 
employment status (for both the head of household and the spouse), as well as adjustments to reflect the availability 
of health insurance on a guaranteed-issue basis and at community-rated, group insurance premium rates. Finally, we 
also considered the general desire to comply with the intent of the law, even in the significant number of cases in 
which the penalty amount would be small or would not apply. 
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existing and new employer plans under the PPACA. As indicated in table 2, the total number of 
persons with employer coverage in 2019 is estimated to be 1 million lower under the reform 
legislation than under the prior law. 

For the estimated 23 million people who would remain uninsured in 2019, roughly 5 million are 
undocumented aliens who would be ineligible for Medicaid or the Exchange coverage subsidies 
under the health reform legislation. The balance of 18 million would choose not to be insured 
and to pay the penalty (if applicable) associated with the individual mandate. For the most part, 
these would be individuals with relatively low health care expenses for whom the individual or 
family insurance premium would be significantly in excess of any penalty and their anticipated 
health benefit value. In other instances, as happens currently, some people would not enroll in 
their employer plans or take advantage of the Exchange opportunities even though it would be in 
their best financial interest to do so. 

Impact on Medicare and Medicaid 

Medicare 

The estimated financial impacts of the Medicare provisions in the PPACA are provided in detail 
in table 3, attached, which is organized by section of the legislation.* Net Medicare savings are 
estimated to total $575 billion for fiscal years 2010-2019. Substantial savings are attributable to 
provisions that would, among other changes, reduce Part A and Part B payment levels and adjust 
future “market basket” payment updates for productivity improvements ($233 billion); eliminate 
the Medicare Improvement Fund ($27 billion); reduce disproportionate share hospital (DSH) 
payments ($50 billion); reduce Medicare Advantage payment benchmarks and permanently 
extend the authority to adjust for coding intensity ($145 billion); freeze the income thresholds for 
the Part B income-related premium for 9 years ($8 billion); implement an Independent Payment 
Advisory Board together with strict Medicare expenditure growth rate targets ($24 billion); and 
increase the HI payroll tax rate by 0.9 percentage point for individuals with incomes above 
$200,000 and families above $250,000 ($63 billion). Other provisions would generate relatively 
smaller amounts of savings, through such means as reporting physician quality measures, 
reducing payments in cases involving hospital-acquired infections, reducing readmissions, 
refining imaging payments, increasing Part D premiums for higher-income beneficiaries, and 
implementing evidence-based coverage of preventive services. 

These savings are slightly offset by the costs of closing the Part D coverage gap ($12 billion); 
reducing the growth in the Part D out-of-pocket cost threshold ($1 billion); extending a number 
of special payment provisions scheduled to expire, such as the postponement of therapy caps 
($5 billion); and by the costs for improving preventive health services and access to primary care 
($6 billion). 


® For ease of interpretation, we have incorporated the Medicare and Medicaid provisions of the managers’ 
amendments, as specified in Title X of the PPACA, into the corresponding provisions of Titles 11 through VII and 
Title IX. For example, the savings shown for section 3403 (Independent Payment Advisory Board) represent the 
impact of this provision from the original bill as amended by Senate managers’ amendment section 10320. 

Similarly, any further amendments introduced by the Reconciliation Act and managers’ amendments to the 
Reconciliation Act have also been included with the corresponding title of the PPACA. For example, the costs 
under section 1 101 of the Reconciliation Act, to close the Part D coverage gap or “donut hole,” are included with the 
Part D provisions of PPACA, as are the costs of slowing the growth in the enrollee out-of-pocket cost threshold, as 
added by the managers’ amendments to the Reconciliation Act. 
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The Reconciliation Act amendments introduced a new 3,8-percent “unearned income Medicare 
contribution” on income from interest, dividends, annuities, and other non-eamings sources for 
individual taxpayers with incomes above $200,000 and couples filing joint returns with incomes 
above $250,000. Despite the title of this tax, this provision is unrelated to Medicare; in 
particular, the revenues generated by the tax on unearned income are not allocated to the 
Medicare trust funds (and thus are not shown in table 3). 

Conversely, the revenues from fees on manufacturers and importers of brand-name prescription 
drugs under section 9008 of the PPACA are earmarked for the Part B account in the Medicare 
Supplementary Medical Insurance trust fund. From the standpoint of the Federal Budget, these 
amounts are new receipts and serve to reduce the Budget deficit. From a trust fund perspective, 
however, the situation is more complicated. No changes were made in the existing statutory 
provisions for Part B beneficiary premiums and general revenue matching amounts, which by 
law are set each year at a level adequate to finance Part B expenditures. With no change to the 
existing financing, the additional revenues under section 9008 would result in an excessive level 
of financing for Part B and an unnecessary accumulation of account assets. It would be 
reasonable to establish a negative “premium margin” to maintain Part B assets at an appropriate 
contingency level, which would reduce beneficiary premium rates and matching general 
revenues by an amount equal to the new revenues from prescription drug fees. The estimated 
savings amounts shown in table 3 for section 9008 represent the net Budget impact (additional 
fee receipts less the reduction in beneficiary premiums). In practice, there would be no net 
impact on the operations of the Part B trust fund account. 

Based on the estimated savings for Part A of Medicare, the assets of the Hospital Insurance trust 
fund would be exhausted in 2029 compared to 2017 under the prior law — an extension of 
12 years. The combination of lower Part A costs and higher tax revenues results in a lower 
Federal deficit based on budget accounting rules. However, trust fund accounting considers the 
same lower expenditures and additional revenues as extending the exhaustion date of the HI trust 
fund. In practice, the improved HI financing cannot be simultaneously used to finance other 
Federal outlays (such as the coverage expansions) and to extend the trust fund, despite the 
appearance of this result from the respective accounting conventions. 

It is important to note that the estimated savings shown in this memorandum for one category of 
Medicare provisions may be unrealistic. The PPACA introduces permanent annual productivity 
adjustments to price updates for most providers (such as hospitals, skilled nursing facilities, and 
home health agencies), using a 10-year moving average of economy- wide private, non-farm 
productivity gains. While such payment update reductions will create a strong incentive for 
providers to maximize efficiency, it is doubtful that many will be able to improve their own 
productivity to the degree achieved by the economy at large.’ Over time, a sustained reduction 
in payment updates, based on productivity expectations that are difficult to attain, would cause 
Medicare payment rates to grow more slowly than, and in a way that was unrelated to, the 


^ The provision of most health services tends to be very labor-intensive. Economy-wide productivity gains reflect 
relatively modest improvements in the service sector together with much larger improvements in manufacturing. 
Except in the case of physician services, we arc not aware of any empirical evidence demonstrating the medical 
community’s ability to achieve productivity improvements equal to those of the overall economy. The Office of the 
Actuary’s most recent analysis of hospital productivity highlights the difficulties in measurement but suggests that 
such productivity has been small or negligible during 1981 to 2005. 

(See httD://www.cms.hhs.uov/HealthCareFinancingReview/downloads/07-08 Winterpg49.pdf .) 
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providers’ costs of furnishing services to beneficiaries. Thus, providers for whom Medicare 
constitutes a substantive portion of their business could find it difficult to remain profitable and, 
absent legislative intervention, might end their participation in the program (possibly 
jeopardizing access to care for beneficiaries). Simulations by the Office of the Actuary suggest 
that roughly 1 5 percent of Part A providers would become unprofitable within the 1 0-year 
projection period as a result of the productivity adjustments.* Although this policy could be 
monitored over time to avoid such an outcome, changes would likely result in smaller actual 
savings than shown here for these provisions. 

A related concern is posed by the requirements that will be placed on the Independent Payment 
Advisory Board. The Board will be charged with recommending changes to certain Medicare 
payment categories in an effort to prevent per-beneficiary Medicare costs from increasing faster 
than the average of the CPI and the CPI-medical for “implementation years” 2015 through 
2019.* The Secretary of HHS is required to implement the Board’s recommendations unless the 
statutory process is overridden by new legislation. 

Average Medicare costs per beneficiary usually increase over time as a function of (i) medical- 
specific price growth, (ii) more utilization of services by beneficiaries, and (iii) greater 
“intensity” or average complexity of these services. In general, limiting cost growth to a level 
below medical price inflation alone would represent an exceedingly difficult challenge. Actual 
Medicare cost growth per beneficiary was below the target level in only 4 of the last 25 years, 
with 3 of those years immediately following the Balanced Budget Act of 1997; the impact of the 
BBA prompted Congress to pass legislation in 1 999 and 2000 moderating many of the BBA 
provisions. As an additional comparison, during the last 25 years the average increase in the 
target growth rate has been 0.33 percent per year below the average increase in nominal GDP per 
capita — which is approximately the target level for the physician sustainable growth rate (SGR) 
payment system. Congress has overridden the SGR-based payment reductions for each of the 
last 7 years (and, to date, for the first 5 months of 2010). 

The Board’s efforts would be further complicated by provisions that prohibit increases in cost- 
sharing requirements and that exempt certain categories of Medicare expenditures from 
consideration. We have estimated the savings for section 3403 under the assumption that the 
provision will be implemented as specified; in particular, we have not assumed that Congress 
would pass subsequent legislation to prevent implementation of the Board’s recommendations. 
Although the savings from the other Medicare provisions in the PPACA are quite substantial, 
they would not be sufficient to meet the growth rate targets specified in conjunction with the 
Advisory Board. We estimate that meeting the growth rate targets in 2015-2019 would require 
changes that would reduce Medicare growth rates by another 0.3 percent per year, on average, in 
addition to the impacts of the productivity adjustments, MA and DSH reductions, and other 
provisions in the PPACA. 


® The simulations were based on actual fiscal year 2007 Medicare and total facility margin distributions for 
hospitals, .skilled nursing facilities, and home health agencies. Provider revenues and expenditures were projected 
using representative growth rates and the Office of the Actuary’s best estimates of achievable productivity gains for 
each provider type, and holding all other factors constant. A sensitivity analysis suggested that the conclusions 
drawn from the simulations would not change significantly under different provider behavior assumptions. 

” Maximum growth rate reductions of 0.5, 1.0, and 1.25 percentage points would apply to 2015, 2016, and 2017, 
respectively, and the maximum would be 1.5 percentage points thereafter. After implementation year 2019, the 
target growth amount would be based on the increase in per capita GDP plus 1 percentage point. 
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After 2019, further Advisory Board recommendations for growth rate reductions would generally 
not be required. The other Medicare savings provisions, if permitted to continue, would 
normally reduce expenditure growth rates to slightly below the post-2019 target level based on 
per capita GDP growth plus 1 percent. Even if Medicare growth rates exceeded the targets, 
recommendations might not be required if the projected Medicare growth rate were less than that 
for overall national health expenditures on a per capita basis — as would tend to be the case, 
given the continuing Medicare savings. (This exemption from the requirement to make 
recommendations could not be applied in 2 successive years.) Although the Advisory Board 
process would have no impact after 2019 based on the specific assumptions underlying these 
estimates, it would still serve as a brake during any periods of unusually rapid spending growth. 

Under the prior law, Medicare Advantage payment benchmarks were generally in the range of 
100 to 140 percent of fee-for-service costs. Section 1 102 of reconciliation amendments sets the 
201 1 MA benchmarks equal to the benchmarks for 2010 and specifies that, ultimately, the 
benchmarks will equal a percentage (95, 100, 107.5, or 1 15 percent) of the fee-for-service rate in 
each county. During a transition period, the benchmarks will be based on a blend of the prior 
ratebook approach and the ultimate percentages. The phase-in schedule for the new benchmarks 
will occur over 2 to 6 years, with the longer transitions for counties with the larger benchmark 
decreases under the new method. 

The PPACA, as amended, also introduces MA bonuses and rebate levels that are tied to the 
plans’ quality ratings. Beginning in 20 1 2, benchmarks wi 1 1 be increased for plans that receive a 
4-star or higher rating on a 5-star quality rating system. The bonuses will be 1.5 percent in 2012, 
3.0 percent in 2013, and 5.0 percent in 2014 and later. An additional county bonus, which is 
equal to the plan bonus, will be provided on behalf of beneficiaries residing in specified counties. 
The percentage of the “benchmark minus bid” savings provided as a rebate, which historically 
has been 75 percent, will also be tied to a plan’s quality rating. In 2014, when the provision is 
fully phased in, the rebate share will be 50 percent for plans with a quality rating of less than 
3.5 stars; 65 percent for a quality rating of 3.5 to 4.49; and 70 percent for a quality rating of 4.5 
or greater. 

The new provisions will generally reduce MA rebates to plans and thereby result in less generous 
benefit packages. We estimate that in 2017, when the MA provisions will be fully phased in, 
enrollment in MA plans will be lower by about 50 percent (from its projected level of 
14.8 million under the prior law to 7.4 million under the new law). 

Medicaid/CHIP 


The estimated Federal financial effects of the Medicaid and CHIP provisions in the PPACA are 
shown in table 4, attached. As noted earlier, the costs associated with the expansion of Medicaid 
eligibility to individuals and families with incomes below 133 percent of the FPL and to children 
previously in foster care are included with the national coverage provisions shown in table 1 . 

The additional funding for the CHIP program is also included in table 1 with the other coverage 
provisions. 


MA plans use rebate revenues to reduce Medicare coinsurance requirements, add extra benefits such as vision or 
dental care, and/or reduce enrollee premiums for Part B or Part D of Medicare. The new law also requires 
adjustments to offset the impact of excess “coding intensity” in determining plan risk scores. These adjustments 
would prevent increases in iliture payments to MA plans as a result of such coding. 
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The total net Federal cost of the other Medicaid and CHIP provisions is estimated to be 
$28 billion in fiscal years 2010-2019 and reflects numerous cost increases and decreases under 
the individual provisions. Those with significant Federal savings include various provisions 
increasing the level of Medicaid prescription drug rebates ($24 billion) and reductions in 
Medicaid DSH expenditures ($14 billion). Interactions between the different sections of the 
legislation, such as the lower Medicare Part B premiums under the PPACA, contribute an 
additional $9 billion in reduced Medicaid outlays. 

The key provisions that would increase Federal Medicaid and CHIP costs are the Medicaid 
“Community First Choice Option” and other changes to encourage home and community-based 
services ($29 billion), higher Federal matching rates for States with existing childless-adult 
coverage expansions ($24 billion), a temporary increase in payments to primary care physicians 
($1 1 billion), and increased payments to the territories ($7 billion). (The net impact of the 
Medicaid and CHIP provisions on State Medicaid costs is a reduction totaling $33 billion through 
fiscal year 2019. These savings result in part because certain of the provisions reallocate costs 
from States to the Federal government.) 

Impact of Provisions on the Rate of Growth in Health Care Costs 

The PPACA includes a number of provisions that are intended, in part, to help control health care 
costs and to change the overall trend in health spending growth. Many of these are specific to the 
Medicare program, and their estimated financial effects are shown in table 3. While some of the 
Medicare provisions would have a largely one-time impact on the level of expenditures (for 
example, the reduction in MA benchmarks), others would have an effect on expenditure growth 
rates. Examples of the latter include the productivity adjustments to Medicare payment updates 
for most categories of providers, which would reduce overall Medicare cost growth by roughly 
0.6 to 0.7 percent per year, and the Independent Payment Advisory Board process, which would 
further reduce Medicare growth rates during 2015-2019 by about 0.3 percent per year. As 
discussed previously, however, the growth rate reductions from productivity adjustments are 
unlikely to be sustainable on a permanent annual basis, and meeting the CPI-based target growth 
rates prior to 2020 will be very challenging as well. 

The Independent Payment Advisory Board will also be required to periodically submit 
recommendations to Congress and the President regarding methods of slowing the growth of non- 
Federal health care programs. In many cases. Federal or State legislation would need to be 
enacted to implement these recommendations. In other cases, they could be adopted voluntarily 
by private health insurance plans or by health providers or introduced administratively by 
government entities. Because the nature of these broader recommendations is not known and 
there is no mandate to adopt them, we have not estimated an explicit impact on health care 
spending growth. 

Another provision that would tend to moderate health care cost growth rates is the excise tax on 
high-cost employer-sponsored health insurance coverage (section 9001), which is described in 
more detail in the section of this memorandum on national health expenditures. In reaction to 
the tax, which would take effect in 2018, many employers would reduce the scope of their health 
benefits. The resulting reductions in covered services and/or increases in employee cost-sharing 
requirements would induce workers to use fewer services. Because plan benefit values will 
generally increase faster than the threshold amounts for defining high-cost plans (which, after 
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2019, are indexed by the CPI), additional plans would become subject to the excise tax over 
time, prompting many of those employers to scale back coverage. This continuing cycle would 
have a moderate impact on the overall growth of expenditures for employer-sponsored insurance. 
It should be noted, however, that an estimated 12 percent of insured workers in 2019 would be in 
employer plans with benefit values in excess of the thresholds (before changes to reduce 
benefits) and that this percentage would increase rapidly thereafter. The effect of the excise tax 
on reducing health care cost growth would depend on its ongoing application to an expanding 
share of employer plans and on an increasing scope of benefit reductions for affected plans. 

Since this provision is characterized as affecting high-cost employer plans, its broader and 
deeper impact could become an issue. 

Certain other provisions of the PPACA are also intended to help control health care costs more 
generally, through promotion of comparative effectiveness research, greater use of prevention 
and wellness measures, administrative simplification, and augmented fraud and abuse 
enforcement. For fiscal years 2010 through 2019, we estimate a relatively small reduction in 
non-Medicare Federal health care expenditures of $2 billion for these provisions, all of which is 
associated with comparative effectiveness research. 

Comparative Effectiveness Research 

We reviewed literature and consulted experts to determine the potential cost savings that could 
be derived from comparative effectiveness research (CER). We found that the magnitude of 
potential savings varies widely depending upon the scope and influence of comparative 
effectiveness efforts. Small savings could be achieved through the wide availability of non- 
binding research, while substantial savings could be generated by a comparative effectiveness 
board with authority over payment and coverage policies. 

Our interpretation of the CER provisions in the PPACA, which allow the Secretary of HHS to 
use evidence and findings from CER within defined limits in making coverage determinations 
under Medicare, is consistent with a low level of influence, translating into an estimated total 
reduction in national health expenditures of $8 billion for calendar years 2010 through 20 1 9, and 
Federal savings of about $4 billion for fiscal years 2010 through 2019 (including Medicare). We 
anticipate that such savings would develop gradually, as changes in provider practice and culture 
evolved over time. Expert input on this subject suggests that the full impact of comparative 
effectiveness research, together with dissemination and application of its results, would take 
many years to develop. 

Other Provisions 


We show a negligible financial impact over the next 1 0 years for the other provisions intended to 
help control future health care cost growth. There is no consensus in the available literature or 
among experts that prevention and wellness efforts result in lower costs. Several prominent 
studies conclude that such provisions — while improving the quality of individuals’ lives in 
important ways — generally increase costs overall. For example, while it is possible that savings 
can be achieved for many people by diagnosing diseases in early stages and promoting lifestyle 
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and behavioral changes that reduce the risk for serious and costly illnesses, additional costs are 
incurred as a result of increased screenings, preventive care, and extended years of life." 

Regarding the general fraud and abuse and administrative simplification provisions (that is, 
excluding the Medicare and Medicaid provisions), we find that the language is not sufficiently 
specific to provide estimates, 

CLASS Program 

Title Vlll of the health reform act establishes a new, voluntary. Federal insurance program 
providing a cash benefit if a participant is unable to perform at least two or three activities of 
daily living or has substantial cognitive impairment. The program will be financed by 
participant premiums, with no Federal subsidy. Participants will have to meet certain modest 
work requirements during a 5-year vesting period before becoming eligible for benefits. Benefits 
are intended to be used to help purchase community living assistance services and supports 
(CLASS) that would help qualifying beneficiaries maintain their personal and financial 
independence and continue living in the community. Benefits can also be used to help cover the 
cost of institutional long-term care. 

As shown in the table on page 2, we estimate a net Federal savings for the CLASS program of 
$38 billion during the first 9 years of operations — the first 5 of which are prior to the commence- 
ment of benefit payments. After 2015, as benefits are paid, the net savings from this program 
will decline; in 2025 and later, projected benefits exceed premium revenues, resulting in a net 
Federal cost in the longer term.^^ 

We estimate that roughly 2.8 million persons will participate in the program by the third year. 
This level represents about 2 percent of potential participants, compared to a participation rate of 
4 percent for private long-term care insurance offered through employers. Factors affecting 
participation in CLASS include the program’s voluntary nature, the lack of a Federal subsidy, a 
minimal premium for students and individuals with incomes under 100 percent of the FPL 
(initially $5 per month), a relatively high premium for all other participants as a result of adverse 
selection and the effect of subsidizing participants paying the $5 premium, a new and unfamiliar 
benefit, and the availability of lower-priced private long-term care insurance for many. 

Compounding this situation will be the probable participation of a significant number of 
individuals who already meet the functional limitation requirements to qualify for benefits. In 
the sixth year of the program (2016), these participants would begin to receive benefits, along 
with others who had developed such limitations in the interim. We estimate that an initial 


' ' Title IV in the PPACA creates a Prevention and Public Health Fund and authorizes the appropriation of 
$15 billion for these purpo.ses. We consider these expenditures to be primarily administrative in nature and thus 
have not included them as program costs in this memorandum. 

The CLASS program is intended to be financed on a long-range, 75-year basis through participant premiums that 
would fully fund benefits and administrative expenses. If this goal can be achieved, despite anticipated serious 
adverse selection problems (described subsequently), then annual expenditures would be met through a combination 
of premium income and interest earnings on the assets of the CLASS trust fund. The Federal Budget impact would 
be the net difference between premium receipts and program outlays. Thus, the trust fund would be adequately 
financed in this scenario, but the Federal Budget would have a net savings each year prior to 2025 and a net cost 
each year thereafter. 
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average premium level of about $240 per month would be required to adequately fimd CLASS 
program costs for this level of enrollment, adverse selection, and premium inadequacy for 
students and low-income participants. (Except for those paying the $5 premium, individuals 
enrolling in a given year will pay a constant premium amount throughout their participation, 
unless trust fund deficits necessitate a premium increase. Premiums will vary by age at 
enrollment and by year of enrollment.) 

In general, voluntary, unsubsidized, and non-underwritten insurance programs such as CLASS 
face a significant risk of failure as a result of adverse selection by participants. Individuals with 
health problems or who anticipate a greater risk of functional limitation would be more likely to 
participate than those in better-than-average health. Setting the premium at a rate sufficient to 
cover the costs for such a group further discourages persons in better health from participating, 
thereby leading to additional premium increases. This effect has been termed the “classic 
assessment spiral” or “insurance death spiral.” The problem of adverse selection is intensified 
by requiring participants to subsidize the $5 premiums for students and low-income enrollees. 
Although Title VIII includes modest work requirements in lieu of underwriting and specifies that 
the program is to be “actuarially sound” and based on “an actuarial analysis of the 75-year costs 
of the program that ensures solvency throughout such 75-year period,” there is a very serious risk 
that the problem of adverse selection will make the CLASS program unsustainable.'^ 

Immediate Insuranee Reforms 

A number of provisions in the PPACA have an immediate effect on insurance coverage. Most of 
these provisions, however, do not have a direct impact on Federal expenditures. (A discussion of 
their impact on national health expenditures is included in the following section of this 
memorandum.) Section 1101 of the PPACA authorizes the expenditure of up to $5 billion in 
support of a temporary national insurance pool for high-risk individuals without other health 
insurance. Section 1102 requires the Secretary of HHS to establish a Federal reinsurance 
program in 2010-2013 for early retirees and their families in employer-sponsored health plans. 
Participation by employers is optional, and the law authorizes up to $5 billion in Federal 
financing for the reinsurance costs. No other financing is provided, and reinsurance claims 
would be paid only as long as the authorized amount lasts. We estimate that the full amount of 
the authorizations for sections 1101 and 1102 would be expended during the first 1 to 3 calendar 
years of operation. 

National Health Expenditure Impacts 

The estimated effects of the PPACA on overall national health expenditures (NHE) are shown in 
table 5. In aggregate, we estimate that for calendar years 2010 through 2019, NHE would 
increase by S3 1 1 billion, or 0.9 percent, over the updated baseline projection that was released on 
June 29, 2009. Year by year, the relative increases are largest in 2016, when the coverage 
expansions would be fiilly phased in (2.0 percent), and gradually decline thereafter to 1 .0 percent 


An analysis of the potential adverse selection problems for the CLASS program was performed by a nonpartisan, 
joint workgroup of the American Academy of Actuaries and the Society of Actuaries. Their report was issued on 
July 22, 2009 and is available at httD://www.actuarv.org/pdf/health/class iulvOO.pdf . 

R. Foster and S. Heffler, “Updated and Extended National Health Expenditure Projections, 2010-2019.” 
Memorandum dated June 29, 2009. Available online at http://www.cms.hhs.gov/NatiQnalHealthExDendData/ 
Downloads/NHE Extended Proiections.pdf . 

— 15 — 



107 


in 2019, as the effects of the Medicare market basket reductions compound and as the excise tax 
on high-cost employer health plans becomes effective. The NHE share of GDP is projected to be 
21.0 percent in 20 1 9, compared to 20. 8 percent under prior law. 

The increase in total NHE is estimated to occur primarily as a net result of the substantial 
expansions in coverage under the PPACA, together with the expenditure reductions for Medicare. 
Numerous studies have demonstrated that individuals and families with health insurance use more 
health services than otherwise-similar persons without insurance. Under the health reform 
legislation, as noted above, an estimated 34 million currently uninsured people would gain 
comprehensive coverage through the health insurance Exchanges, their employers, or Medicaid. 
The availability of coverage would typically result in a fairly substantial increase in the utilization 
of health care services, with a corresponding impact on total health expenditures. These higher 
costs would be partially offset by the sizable discounts imposed on providers by State Medicaid 
payment rales and by the significant discounts negotiated by private health insurance plans. We 
estimate that the net effect of the utilization increases and price reductions arising from the 
coverage provisions of the PPACA would increase NHE in 2019 by about 3.4 percent. 

The PPACA will also affect aggregate NHE through the Medicare savings provisions. We 
estimate that these impacts would reduce NHE by roughly 2.4 percent in 2019, assuming that the 
productivity adjustments to Medicare payment updates and the impacts of the Independent 
Payment Advisory Board can be sustained through this period. The legislation would have only 
a slight impact on the utilization of health care services by Medicare beneficiaries (subject to the 
caveat mentioned previously regarding possible access issues under the provision to permanently 
reduce annual provider payment updates by economy-wide productivity gains). Medicaid 
outlays for health care would increase under some provisions and decrease under others; 
excluding the coverage expansion, the overall higher level of such costs would lower total 
U.S. health expenditures in 2019 by about 0.1 percent. 

The immediate insurance reforms in Title I will affect national health expenditures as well, 
although by relatively small amounts. We estimate that the creation of a national high-risk 
insurance pool will result in roughly 375,000 people gaining coverage in 2010, increasing 
national health spending by $4 billion. By 201 1 and 2012 the initial $5 billion in Federal 
funding for this program would be exhausted, resulting in substantial premium increases to 
sustain the program; we anticipate that such increases would limit further participation. An 
estimated 2.7 million retirees and dependents would be affected by the Federal reinsurance 
program for early retirees with employer-sponsored insurance. Although the reinsurance 
program would increase Federal costs by the allotted $5 billion, we estimate that the impact on 
total national health expenditures would be negligible. 

Beginning in 2010, qualified child dependents below age 26 who are uninsured will be allowed 
to enroll under dependent coverage. An estimated 485,000 dependent children will gain 
insurance coverage through their parents’ private group health plans, increasing national health 
spending by $0.9 billion. These impacts are expected to persist through 2013. Additionally, 
because this provision would not expire when the Medicaid expansion, individual mandate, and 
Exchanges start in 2014, we anticipate that these individuals would continue to remain covered 
as dependents even though they may be newly eligible for other coverage. Finally, we did not 
estimate NHE coverage or cost impacts for the other immediate reform provisions, such as 
prohibiting limitations on pre-existing conditions or elimination of lifetime aggregate benefit 
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limits. We believe that each of these provisions would have only a relatively minor upward 
impact on national health spending. 

Section 9001 of the PPACA places an excise tax on employer-sponsored health insurance 
coverage with a benefit value above specified levels (generally $10,200 for individuals and 
$27,500 for families in 2018, adjusted in 2019 by growth in the CPI plus 1 percentage point and 
by growth in the CPI thereafter). The tax is 40 percent of the excess benefit value above these 
thresholds. We estimate that, in aggregate, affected employers will reduce their benefit packages 
in such a way as to eliminate about three-quarters of the excess benefit value. The resulting 
higher cost-sharing requirements for employees would have an initial impact on the overall level 
of health expenditures, reducing total NHE by an estimated 0.1 percent in 2019. Moreover, 
because health care costs will generally increase faster than the CPI, we anticipate additional, 
incremental benefit coverage reductions in future years to prevent an increase in the share of 
employer coverage subject to the excise tax. These further adjustments would contribute to a 
small reduction in the growth in total health care costs (but an increase in out-of-pocket costs) for 
affected employees in 2019 and later.'* As mentioned earlier, the proportion of workers 
experiencing reductions in their employer-sponsored health coverage as a result of the excise tax 
is estimated to increase rapidly after 2019. 

The health reform legislation, as enacted, imposes collective annual fees on manufacturers and 
importers of brand-name prescription drugs and on health insurance plans. In addition, the 
PPACA establishes an excise tax on non-personal-use retail sales by manufacturers and 
importers of medical devices. For manufacturers and importers of brand-name prescription 
drugs, the fee is $2.5 billion in 20 1 1 , increasing to a maximum of $4. 1 billion by 20 1 8, and then 
is set at $2.8 billion per year in 2019 and beyond.'’ For insurers, the annual fee is set at 
$8.0 billion starting in 2014 and rises to $14.3 billion by 2018; thereafter, the fee increases by the 
rate of premium growth. In each case, the total annual fee amount would be assessed on the 
specified industry as a whole; the share of the fee payable by any given firm in that industry 
would be determined based on sales (for manufacturers and importers of drugs) and on net 
premiums (in the case of insurers), with some limited exemptions. The excise tax on medical 
device sales is effective in 201 1 and is set at 2.3 percent of first sales in each year. We anticipate 
that these fees and the excise tax would generally be passed through to health consumers in the 
form of higher drug and device prices and higher insurance premiums, with an associated 
increase in overall national health expenditures ranging from $2. 1 billion in 201 1 to $1 8.2 billion 
in 2018 and $17.8 billion in 2019. 

Although, compared to prior law, the level of total national health expenditures is estimated to be 
higher through 2019 under the PPACA, two particular provisions of the legislation would help 
reduce NHE growth rates after 2016. Specifically, the productivity adjustments to most 
Medicare payment updates would reduce NHE growth by about 0. 1 0 to 0, 1 5 percent per year. In 
addition, the excise tax on high-cost employer health plans (with benefit thresholds indexed by 
the CPI plus 1 percent for 2019 and by the CPI thereafter) would exert a further decrease in NHE 


Higher thresholds apply in the case of qualified retirees and individuals in high-risk occupations. Additionally, a 
higher threshold applies for employers with above-average proportions of older and/or female workers. 

We have not included the excise taxes under this provision in the estimated financial effects of the PPACA shown 
in this memorandum. Similarly, the indirect impacts on Federal income taxes and social insurance payroll taxes are 
not shown. 

These fees are allocated to the Part B account of the Medicare Supplementary Medical Insurance trust fund. 
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growth rates of an estimated 0.05 percent in 2019 and slightly more than that for some years 
after. Although these growth rate differentials are not large, over time they would have a 
noticeable downward effect on the level of national health expenditures. Such an outcome, 
however, would depend critically on the sustainability of both provisions. As discussed 
previously, the Medicare productivity adjustments could become unsustainable even within the 
next 10 years, and over time the reductions in the scope of employer-sponsored health insurance 
could also become an issue. For these reasons, the estimated reductions in NHE growth rates 
after 2016 may not be fully achievable. 

Underlying the overall moderate effects of the PPACA on NHE will be various changes by 
payer. Based on the net impact of (i) the substantial coverage expansions, (ii) the significant 
cost-sharing subsidies for low-to-middle-income persons, (iii) the maximum out-of-pocket 
limitations associated with the qualified health benefit, and (iv) the increases in workers’ cost- 
sharing obligations in plans affected by the excise tax on high-cost employer-sponsored health 
insurance coverage, we estimate that overall out-of-pocket spending would be reduced 
significantly by the PPACA (a net total decline of $237 billion in calendar years 2010-2019). 

Public spending would increase under the PPACA as a result of the expansion of the Medicaid 
program and additional CHIP funding but would be reduced by the net Medicare savings from 
the legislation. Private expenditures would decrease somewhat because of the net reduction in 
the number of persons with employer-sponsored health insurance and the reduced benefits for 
plans affected by the excise tax on high-cost employer coverage. The sizable growth in health 
insurance coverage through Exchange plans would also affect NHE amounts by payer. Prior to 
the PPACA, public expenditures (principally Medicare and Medicaid) were estimated to 
represent 52 percent of total NHE in 2019. Under the PPACA, the public share would be 
roughly 51 percent if health expenditures by Exchange plans are classified as private spending.'* 

Caveats and Limitations of Estimates 

The Federal costs and savings, changes in health insurance coverage, and effects on total national 
health expenditures presented in this memorandum represent the Office of the Actuary’s best 
estimates for the PPACA. Although we believe that these estimates are reasonable and fairly 
portray the likely future effects of this comprehensive package of health care reforms, they are 


'* The allocation of NHE by payer is based on the entity that is responsible for establishing the coverage and benefit 
provisions and that has the primary responsibility to ensure that payment is made for health care services. 

{Auxiliary analyses of NHE by sponsor dSQ also prepared, based on the financing of health expenditures in the U.S.) 
Because all Exchange plans will be private plans, under the traditional NHE classification approach these 
expenditures would be considered private health insurance spending. However, the classification of health 
expenditures made by Exchange plans is complicated by three factors: 

(i) The Exchanges will be government entities, with a role in setting minimum benefit standards, but they will not 
directly provide health insurance coverage. The same situation applies to the multi-State Exchange plans 
arranged by the Office of Personnel Management. 

(ii) The Federal government, through the refundable tax credits and cost-sharing reductions, will subsidize a 
significant portion of Exchange plan premiums and cost-sharing liabilities. 

(iii) The premium subsidies will vary between zero and 100 percent from one person to another, and the cost-sharing 
subsidies from zero to 80 percent on an insurance- value basis. 

A more precise determination of the appropriate classification of the Exchange plan expenditures based on national 
health expenditure accounting principles will be conducted in the future. 
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subject to much greater uncertainty than normal. The following caveats should be noted, and the 

estimates should be interpreted cautiously in view of their limitations. 

• These financial and coverage impacts are based on the provisions of the PPACA as enacted on 
March 23, 2010 and amended on March 30 by the Health Care and Education Reconciliation 
Act of 20 10. 

• Many of the provisions, particularly the coverage expansions, are unprecedented or have been 
implemented only on a smaller scale (for example, at the State level). Consequently, little 
historical experience is available with which to estimate the potential impacts. 

• The behavioral responses to changes introduced by national health reform legislation are 
impossible to predict with certainty. In particular, the responses of individuals, employers, 
insurance companies, and Exchange administrators to the new coverage mandates, Exchange 
options, and insurance reforms could differ significantly from the assumptions underlying the 
estimates presented here. 

• The nominal dollar amounts of costs and savings under national health reform are sensitive to 
the assumed trajectory of future health cost trends. Relative measures, such as the cost as a 
percentage of GDP, are less sensitive. 

• Due to the very substantial challenges inherent in modeling national health reform legislation, 
our estimates will vary from those of other experts and agencies. Differences in results from 
one estimating entity to another may tend to cause confusion among policy makers. These 
differences, however, provide a useful reminder that all such estimates are uncertain and that 
actual future impacts could differ significantly from the estimates of any given organization. 
Indeed, the future costs and coverage effects could lie outside of the range of estimates 
provided by the various estimators. 

• The existing number of uninsured persons in the U.S. is difficult to measure, and the number 
of uninsured persons who are undocumented aliens is considerably more uncertain. Medicaid 
coverage and Exchange premium subsidies under the PPACA are not available to undocu- 
mented aliens. As a result of these measurement difficulties, the actual costs under the 
PPACA and the reduction in the number of uninsured persons may be somewhat higher or 
lower than estimated in this memorandum. 

• Certain Federal costs and savings were not included in our estimates if (i) a provision would 
have no, or only a minor, impact; (ii) the legislative language did not provide sufficient detail 
with which to estimate a provision’s impact; or (iii) the estimates are outside of the scope of 
the Office of the Actuary’s expertise and will be prepared by other agencies. In particular, we 
did not include any Federal savings pertaining to the excise tax on high-cost employer- 
sponsored health insurance coverage, the fees on insurance plans, the excise tax on devices, 
and other non-Medicare revenue provisions of the PPACA, as those estimates are provided by 
the Department of the Treasury. (In contrast, the impacts of these provisions on national 
health expenditures are reflected.) Similarly, Federal administrative expenses associated with 
the PPACA are not included here and will be estimated separately. The Congressional Budget 
Office and the Joint Committee on Taxation have estimated that the total amount of Medicare 
savings and additional excise tax and other revenues would somewhat more than offset the 
cost of the national coverage provisions, resulting in an overall small reduction in the Federal 
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deficit through 2019, and for the following 10 years as well, if all of the provisions continued 
to be fiilly implemented. 

• In estimating the financial impacts of the PPACA, we assumed that the increased demand for 
health care services could be met without market disruptions. In practice, supply constraints 
might initially interfere with providing the services desired by the additional 34 million insured 
persons. Price reactions — ^that is, providers successfully negotiating higher fees in response to 
the greater demand — could result in higher total expenditures or in some of this demand being 
unsatisfied. Alternatively, providers might tend to accept more patients who have private 
insurance (with relatively attractive payment rates) and fewer Medicare or Medicaid patients, 
exacerbating existing access problems for Medicaid enrollees. Either outcome (or a 
combination of both) should be considered plausible and even probable initially. 

The latter possibility is especially likely in the case of the substantially higher volume of 
Medicaid services, for which provider payment rates are well below average. Therefore, it is 
reasonable to expect that a significant portion of the increased demand for Medicaid would be 
difficult to meet, particularly over the first few years. 

We have not attempted to model that impact or other plausible supply and price effects, such 
as supplier entry and exit or cost-shifting towards private payers. A specific estimate of these 
potential outcomes is impracticable at this time, given the uncertainty associated with both the 
magnitude of these effects and the interrelationships among these market dynamics. We may 
incorporate such factors in future estimates, should we determine that they can be estimated 
with a reasonable degree of confidence. For now, we believe that consideration should be 
given to the potential consequences of a significant increase in demand for health care 
meeting a relatively fixed supply of health care providers and services. 

• As stated in the section on Medicare estimates, reductions in payment updates to health care 
providers, based on economy-wide productivity gains, are unlikely to be sustainable on a 
permanent annual basis. If these reductions were to prove unworkable within the 10-year 
period 2010-2019 (as appears probable for significant numbers of hospitals, skilled nursing 
facilities, and home health agencies), then the actual Medicare savings from these provisions 
would be less than shown in this memorandum. Similarly, the further reductions in Medicare 
growth rates mandated for 2015 through 2019 through the Independent Payment Advisory 
Board may be difficult to achieve in practice. 

• In estimating the financial impact of the Medicaid eligibility expansion, we assumed that 
existing and new Medicaid enrollees would be appropriately classified for FMAP purposes. 

• As discussed in the section on the CLASS program, we believe that there is a very serious risk 
that the program, as currently specified, will not be sustainable because of adverse selection. 

Conclusions 

The national health care reform provisions in the Patient Protection and Affordable Care Act, as 
amended, make far-reaching changes to the health sector, including mandated coverage for most 
people, required payments by most employers not offering insurance, expanded eligibility for 
Medicaid, Federal premium and cost-sharing subsidies for many individuals and families, a new 
system of health benefits Exchanges for facilitating coverage, and a new Federal insurance 
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program in support of long-term care. Additional provisions will reduce Medicare outlays, make 
other Medicaid modifications, provide more funding for the CHIP program, add certain benefit 
enhancements for these programs, and combat fraud and abuse. Federal revenues will be 
increased through an excise tax on high-cost insurance plans; fees or excise taxes on drugs, 
devices, and health plans; higher Hospital Insurance payroll taxes for high-income taxpayers; a 
new tax on investment revenues and other unearned income; and other provisions. 

The Office of the Actuary at CMS has estimated the effects of the non-tax provisions of the 
PPACA on Federal outlays, overall national health expenditures, and health insurance coverage 
in the U.S. Our estimates are based on available data sources and what we believe are 
reasonable assumptions regarding individual, employer, and health plan responses to the 
legislation, together with analyses of the likely changes in the cost and use of health care 
services. Our primary estimates for the PPACA are as follows: 

• The total Federal cost of the national insurance coverage provisions would be about 
$828 billion during fiscal years 2010 through 2019. 

• By 2019, an additional 34 million U.S. citizens and other legal residents would have health 
insurance coverage meeting the essential-benefit requirements. 

• Total net savings in 2010-2019 from Medicare provisions would offset about $575 billion of 
the Federal costs for the national coverage provisions. The Medicaid and CHIP provisions, 
excluding the expansion of Medicaid and increased CHIP funding, would raise costs by 
$28 billion. Additional Federal revenues would further offset the coverage costs; however, 
the Office of the Actuary does not have the expertise necessary to estimate all such impacts. 
The Congressional Budget Office and the Joint Committee on Taxation have estimated an 
overall reduction in the Federal Budget deficit through 2019 under the PPACA. 

• The new Community Living Assistance Services and Supports (CLASS) insurance program 
would produce an estimated total net savings of $38 billion through fiscal year 2019. This 
effect, however, is due to the initial 5-year period during which no benefits would be paid. 
Over the longer term, expenditures would exceed premium receipts, and there is a very 
serious risk that the program would become unsustainable as a result of adverse selection by 
participants, 

• Total national health expenditures in the U.S. during 2010-2019 would increase by about 

0.9 percent. The additional demand for health services could be difficult to meet initially with 
existing health provider resources and could lead to price increases, cost-shifting, and/or 
changes in providers’ willingness to treat patients with low-reimbursement health coverage. 

• The mandated reductions in Medicare payment updates for providers, the actions of the 
Independent Payment Advisory Board, and the excise tax on high-cost employer-sponsored 
health insurance would have a downward impact on future health care cost growth rates. 
During 2010-2019, however, these effects would be outweighed by the increased costs 
associated with the expansions of health insurance coverage. Also, the longer-term viability 
of the Medicare update reductions is doubtful. Other provisions, such as comparative 
effectiveness research, are estimated to have a relatively small effect on expenditure growth 
rates. 
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We hope that the information presented here will be of value to policy makers and administrators 
as they endeavor to implement and monitor the health reform act. 


Richard S. Foster, FSA, MAAA 
Chief Actuary 


Attachments: 5 



Table 1 — Estimated Federal Costs (+) or Savings (-) under the Patient Protection and Affordable Care Act, as Enacted and Amended, in billions 
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DEPARTMENT OF THE TREASURY 
Internal Revenue Service 

26 CFR Parts 54 and 602 
[TD 9491] 

BIN 1545-BJ61 

DEPARTMENT OF LABOR 

Employee Benefits Security 
Administration 

29 CFR Part 2590 

RiN1210-AB43 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 
[OCHO-9994-IFC1 
45 CFR Parts 144, 146, and 147 
RtN 0^1-AB69 

Patient Protection and Affordable Care 
Act: Preexisting Condition Exclusions, 
Lifetime and Annual Limits, 
Rescissions, and Patient Protections 

AGENCIES: Interna! Revenue Service, 
Department of the Treasury: Employee 
Benefits Security Administration, 
Department of Labor; Office of 
Consumer Information and Insurance 
Oversight. Department of Health and 
Human Services. 

ACTION: Interim final rules with request 
for comments. 


summary: This document contains 
interim final regulations implementing 
the rules for group health plans and 
health insurance coverage in the group 
and individual markets under 
provisions of the Patient Protection and 
Affordable Care Act regarding 
preexisting condition exclusions, 
lifetime and annual dollar limits on 
benefits, rescissions, and patient 
protections, 

OATES; Effective Date. These interim 
final regulations are effective on August 
27, 2010. 

Comment Date. Comments arc due on 
or before August 27. 2010. 

A pplicability Dates: 

1. Group health plans and group 
health insurance coverage. These 
interim final regulations, except those 
under Public Health Service Act (PHS 
Act) section 2704 (26 CFR 54.9815- 
2704T, 29 CFR 2590.715-2704. 45 CFR 
147.108), generally apply to group 
health plans and group health insurance 
issuers for plan years beginning on or 
after September 23, 2010. These interim 
final regulations under PHS Act section 
2704 (26 CFR 54.9815-2704T. 29 CFR 


2590.715-2704. 45 CFR 147.108) 
generally apply for plan years beginning 
on or after January 1, 2014, except that 
in the case of individuals who are under 
1 9 years of age, these interim final 
regulations under PHS Act section 2704 
apply for plan years beginning on or 
after September 23. 2010. 

2. Individual health insurance 
coverage. These interim final 
regulations, except those under PHS Act 
section 2704 (45 CFR 147.108). 
generally apply to individual health 
insurance issuers for policy years 
beginning on or after September 23, 
2010. These interim final regulations 
under PHS Act section 2704 (45 CFR 
147.108) generally apply to individual 
health insurance issuers for policj' years 
beginning on or after January 1, 2014, 
except that in the case of enroUees who 
are under 19 years of age. these interim 
final regulations under PHS Act section 
2704 apply for policy years beginning 
on or after September 23, 2010. 
ADDRESSES: Written comments may be 
submitted to any of the addresses 
specified below. Any comment that is 
submitted to any Department will be 
shared with the other Departments. 
Please do not submit duplicates. 

All comments will be made available 
to the public. Warning: Do not include 
any personally identifiable information 
(such as name, address, or other contact 
information) or confidential business 
information that you do not want 
publicly disclosed. All comments are 
posted on the Internet exactly as 
received, and can be retrieved by most 
Internet search engines. No deletions, 
modifications, or redactions will be 
made to the comments received, as they 
are public records. Comments may be 
submitted anonymously. 

Department of Labor. Comments to 
the Department of Labor, identified by 
RIN 1210-AB43, by one of the following 
methods: 

• Federal eRuIemaking Portal: http:// 
www.reguIations.gov. Follow the 
instructions for submitting comments. 

• E-mail: E- 

OHPSCA715.EBSA@dol.gov. 

• Mail or Hand Delivery: Office of 
Health Plan Standards and Compliance 
Assistance, Employee Benefits Security 
Administration, Room N-5653, U.S. 
Department of Labor, 200 Constitution 
Avenue, NW., Washington, DC 20210, 
Atteniion.mN 1210-AB43. 

Comments received by the 
Department of Labor will be posted 
without change to http:// 
www.regulations.gov and http:// 
www.dol.gov/ebsa, and available for 
public inspection at the Jhiblic 
Disclosure Room, N-1513, Employee 


Benefits Security Administration, 200 
Constitution Avenue, NW,, Washington, 
DC 20210. 

Department of Health and Human 
Services. In commenting, please refer to 
file code OCIIO-9994-IFC. Because of 
staff and resource limitations, we cannot 
accept comments by facsimile (FAX) 
transmission. 

You may submit comments in one of 
four ways (please choose only one of the 
ways listed): 

• Eiecfrom'cQi/y. You may submit 
electronic comments on this regulation 
to http://www.regulations.gov. Follow 
the instructions under the “More Search 
Options” tab. 

• By regular mail You may mail 
written comments to the following 
address ONLY; Office of Consumer 
Information and Insurance Oversight. 
Department of Health and Human 
Services, Attention: OCnO-9994-IFC, 
P.O. Box 8016. Baltimore, MD 21244- 
1850. 

Please allow sufficient time for mailed 
comments to be received before the 
close of the comment period. 

• By express or overnight mail You 
may send written comments to the 
following address ONLY: Office of 
Consumer Information and Insurance 
Oversight. Department of Health and 
Human Services, Attention: OCIIO- 
9994-IFC, Mail Stop C4-26-05, 7500 
Security Boulevard, Baltimore, MD 
21244-1850. 

• By ftond or cour/er. If you prefer, 
you may deliver (by hand or courier) 
your written comments before the close 
of the comment period to either of the 
following addresses: 

c For delivery in Washington, DC — 
Office of Consumer Information and 
Insurance Oversight, Department of 
Health and Human Services, Room 445- 
G, Hubert H, Humphrey Building, 200 
Independence Avenue, SW., 
Washington. DC 20201. 

(Because access to the interior of the 
Hubert H. Humphrey Building is not 
readily available to persons without 
Federal government identification, 
commenters are encouraged to leave 
their comments in the OCIIO drop slots 
located in the main lobby of the 
building, A stamp-in clock is available 
for persons wishing to retain a proof of 
filing by stamping in and retaining an 
extra copy of the comments being filed.) 

o For delivery in Baltimore, MD — 
Centers for Medicare & Medicaid 
Services. Department of Health and 
Human Services, 7500 Security 
Boulevard, Baltimore, MD 21244-1850. 

If you intend to deliver your 
comments to the Baltimore address, 
please call (410) 786-7195 in advance to 
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schedule your arrival with one of our 
staff members. 

Comments mailed to the addresses 
indicated as appropriate for hand or 
courier delivery may be delayed and 
received after the comment period. 

Submission of comments on 
papem^ork requirements. You may 
submit comments on this document’s 
paperwork requirements by following 
the instructions at the end of the 
“Collection of Information 
Requirements” section in this document, 

Inspection of Public Comments: All 
comments received before the close of 
the comment period are available for 
viewing by the public, including any 
personally identifiable or confidential 
business information that is included in 
a comment. We post all comments 
received before the close of the 
comment period on the following Web 
site as soon as possible after they have 
been received; http:// 
ivww.regulations.gov. Follow the search 
instructions on that Web site to view 
public comments. 

Comments received timely will also 
be available for public inspection as 
they are received, generally beginning 
approximately three weeks after 
publication of a document, at the 
headquarters of the Centers for Medicare 
& Medicaid Services, 7500 Security 
Boulevard, Baltimore, Maryland 2i244, 
Monday through Friday of each week 
from 8:30 a.m. to 4 p.m, EST. To 
schedule an appointment to view public 
comments, phone 1-800-743-3951. 

Internal Revenue Service. Comments 
to the IRS, identified by REG-120399- 
10, by one of the following methods: 

• Federal eRulemaking Portal: http:// 
vinm.reguIations.gov. Follow the 
instructions for submitting comments. 

• Mai7.-CC:PA:LPD:PR {REG-120399- 
10), Room 5205, Internal Revenue 
Service, P.O. Box 7604, Ben Franklin 
Station, Washington, DC 20044. 

• Hand or courier delivery: Monday 
through Friday between the hours of 8 
a.m. and 4 p.m. to: CC:PA:LPD:PR 
(REG-120399-10), Courier’s Desk, 
Internal Revenue Service, 1111 
Constitution Avenue, MW., Washington 
DC 20224. 

Ail sxibmissions to the IRS will be 
open to public inspection and copying 
in Room 1621, 1111 Constitution 
Avenue, NW., Washington, DC from 9 
a.m. to 4 p.m. 

FOR FURTHER INFORMATION CONTACT: 

Amy Turner or Beth Baum, Employee 
Benefits Security Administration, 
Department of Labor, at (202) 693-8335; 
Karen Levin, Internal Revenue Service, 
Department of the Treasury, at (202) 
622-6080; Jim Mayhew, Office of 


Consumer Information and Insurance 
Oversight. Depsurtment of Health and 
Human Services, at (410) 786-1565. 
Customer Service Information: 
Individuals interested in obtaining 
information from the Department of 
Labor concerning employmenl-4)ased 
health coverage laws may call the EBSA 
Toll-Free Hotline at 1-866-444-EBSA 
(3272) or visit the Department of Labor's 
Web site {bttp://www.do}.gov/ebsa). In 
addition, information from HHS on 
private health insurance for consumers 
can bo found on the Centers for 
Medicare & Medicaid Services (CMS) 
Web site {bttp://www.cms.hhs.gov/ 
HealthlnsReformforConsume/ 
OlJDverview.asp) and information on 
health reform can be found at blip:// 
www.bealtbreform.gov. 

SUPPLEMENTARY INFORMATION: 

1. Background 

The Patient Protection and Affordable 
Care Act (the Affordable Care Act), 
Public Law 111-148, was enacted on 
March 23, 2010; the Health Care and 
Education Reconciliation Act (the 
Reconciliation Act), Public Law 111 - 
152, was enacted on March 30, 2010. 

The Affordable Care Act and the 
Reconciliation Act reorganize, amend, 
and add to the provisions of part A of 
title XXVII of the Public Health Service 
Act (PHS Act) relating to group health 
plans and health insurance issuers in 
the group and individual markets. The 
term “group health plan” includes both 
insured and self-insured group health 
plans.’ The Affordable Care Act adds 
section 715(a)(1) to the Employee 
Retirement Income Security Act (ERISA) 
and section 9815(a)(1) to the Internal 
Revenue Code (the Code) to incorporate 
the provisions of part A of title XXVII 
of the PHS Act into ERISA and the 
Code, and make them applicable to 
group health plans, and health 
insurance issuers providing health 
insurance coverage in connection with 
group health plans. The PHS Act 
sections incorporated by this reference 
are sections 2701 through 2728. PHS 
Act sections 2701 through 2719A are 
substantially new, though they 
incorporate some provisions of prior 
law. PHS Act sections 2722 through 
2728 arc sections of prior law 
renumbered, with some, mostly minor, 
changes. 

Subtitles A and C of title I of the 
Affordable Care Act amend the 


' The lenn “group health plan” is used in title 
XXVII of the PHS Act. part 7 of ERISA, and chapter 
UK) of the Code, and is distinct from the term 
“health plan.” as used in other provisioos of title I 
of ibe Affordable C^re Act. The term “health plan” 
does not include self-insured group health plans. 


requirements of title XXVII of the PHS 
Act (changes to which are incorporated 
into ERISA section 715). The 
preemption provisions of ERISA section 
731 and PHS Act section 2724 2 
(implemented in 29 CFR 2590.731(a) 
and 45 CFR 146.143(a)) apply so that the 
requirements of part 7 of ERISA and 
title XXVII of the PHS Act, as amended 
by the Affordable Care Act, are not to be 
“construed to supersede any provision 
of State law which establishes, 
implements, or continues in effect any 
standard or requirement solely relating 
to health insurance issuers in 
connection with group or individual 
health insurance coverage except to the 
extent that such standard or 
requirement prevents the application of 
a requirement” of the Affordable Care 
Act. Accordingly, State laws that 
impose on health insurance issuers 
requirements that are stricter than the 
requirements imposed by the Affordable 
Care Act will not be superseded by the 
Affordable Care Act. 

The Departments of Health and 
Human Services. Labor, and the 
Treasury (the Departments) are issuing 
regulations in several phases 
implementing the revised PHS Act 
sections 2701 through 2719A and 
related provisions of the Affordable Care 
Act. The first phase in this series was a 
pair of publications consisting of a 
Request for Information relating to the 
medical loss ratio provisions of PHS Act 
section 2718 and a Request for 
Information relating to the rate review 
process of PHS Act 2794, both 
published in the Federal Register on 
April 14. 2010 (75 FR 19297 and 19335). 
The second phase was interim final 
regulations implementing PHS Act 
section 2714 (requiring coverage of 
adult children to age 26), published in 
the Federal Register on May 13, 2010 
(75 FR 27122). The third phase was 
interim final regulations implementing 
section 1251 of the Affordable Care Act 
(relating to status as a grandfathered 
health plan), published in the Federal 
Register on June 17, 2010 (75 FR 34538). 
These interim final regulations are being 
published to implement PHS Act 
sections 2704 (prohibiting preexisting 
condition exclusions), 2711 (regarding 
lifetime and annual dollar limits on 
benefits), 2712 (regarding restrictions on 
rescissions), and 2719A (regarding 
patient protections). PHS Act section 
2704 generally is effective for plan years 
(in the individual market, policy years) 
beginning on or after January 1 , 2014. 


^ Code section 9815 incorporates the preemption 
provisions of PHvS Act section 2724. Prior to the 
Affordable Care Act. there were no express 
preemption provisions in chapter 1 00 of the C^ode. 
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However, with respect to enrollees, 
including applicants for enrollment, 
who are under 1 9 years of age, PHS Act 
section 2704 is effective for plan years 
beginning on or after September 23, 

2010 (which is six months after the 
March 23, 2010 date of enactment of the 
Affordable Care Act); or in the case of 
individual health insurance coverage, 
for policy years beginning, or 
applications denied, on or after 
September 23, 2010.^ The rest of these 
provisions generally are effective for 
plan years (in the individual market, 
policy years) beginning on or after 
September 23. 2010. The 
implementation of other provisions of 
PHS Act sections 2701 through 2719A 
will be addressed in future regulations. 

II. Overview of the Regulations 

A. PHS Act Section 2704, Prohibition of 
Preexisting Condition Exclusions (26 
CFR 54.9815-27047, 29 CFR 2590.715- 
2704, 45 CFR 147.108) 

Section 1201 of the Affordable Care 
Act adds a new PHS Act section 2704, 
which amends the HIPAA^ rules 
relating to preexisting condition 
exclusions to provide that a group 
health plan and a health insurance 
issuer offering group or individual 
health insurance coverage may not 
impose any preexisting condition 
exclusion. Tne HIPAA rules (in effect 
prior to the effective date of these 
amendments) apply only to group 
health plans and group health insurance 
coverage, and permit limited exclusions 
of coverage based on a preexisting 
condition under certain circumstances. 
The Affordable Care Act provision 
prohibits any preexisting condition 
exclusion from being imposed by group 
health plans or group health insurance 
coverage and extends this protection to 
individual health insurance coverage, 
This prohibition generally is effective 
with respect to plan years (in the 
individual market, policy years) 
beginning on or after January 1, 2014, 
but for enrollees who are under 19 years 
of age, this prohibition becomes 
effective for plan years (in the 
individual market, policy years) 
beginning on or after September 23, 
2010. Until the new Affordable Care Act 
rules take effect, the HIPAA rules 
regarding preexisting condition 
exclusions continue to apply. 

HIPAA generally defines a preexisting 
condition exclusion ^ as a limitation or 


Section 1255 of the Affordable Care Act, See 
also section 10103{e)-(f) of the Affordable Care Act, 
HIPAA is the Health Insurance Portability and 
Accountability Act of 1996 {Pub, L. 104-191}. 

^ Before the amendment.s made by the Affordable 
C.ire Act, PHS Act section 2701(b)(1); after the 
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exclusion of benefits relating to a 
condition based on the fact that the 
condition was present before the date of 
enrollment for the coverage, whether or 
not any medical advice, diagnosis, care, 
or treatment was recommended or 
received before that date. Based on this 
definition, PHS Act section 2704, as 
added by the Affordable Care Act, 
prohibits not just an exclusion of 
coverage of specific benefits ^sociated 
with a preexisting condition in the case 
of an enrollee, but a complete exclusion 
from such plan or coverage, if that 
exclusion is based on a preexisting 
condition. 

The protections in the new PHS Act 
section 2704 generally apply for plan 
years {in the individual market, policy 
years) beginning on or after January 1 , 
2014. The Affordable Care Act provides, 
however, that these protections apply 
with respect to enrollees under age 19 
for plan years (in the individual market, 
policy years) beginning on or after 
September 23, 2010. An enrollee under 
age 19 thus could not be denied benefits 
based on a preexisting condition. In 
order for an individual seeking 
enrollment to receive the same 
protection that applies in the case of 
such an enrollee, the individual 
similarly could not be denied 
enrollment or specific benefits based on 
a preexisting condition. Thus, for plan 
years (in the individual market, policy 
years) beginning on or after September 
23. 2010, PHS Act section 2704 protects 
individuals under age 19 with a 
preexisting condition from being denied 
coverage under a plan or health 
insurance coverage (through denial of 
enrollment or denial of specific benefits) 
based on the preexisting condition. 

These interim final regulations do not 
change the HIPAA rule that an 
exclusion of benefits for a condition 
under a plan or policy is not a 
preexisting condition exclusion if the 
exclusion applies regardless of when the 
condition arose relative to the effective 
date of coverage. This point is 
illustrated with examples in the HIPAA 
regulations on preexisting condition 
exclusions, which remain in effecl.** 
(Other requirements of Federal or State 
law, however, may prohibit certain 
benefit exclusions.) 

Application to grandfathered health 
plans. Under the statute and these 
interim final regulations, a 
grandfathered health plan that is a 
group health plan or group health 


amendments made by the Aflbtdable Care Act, PHS 
Act section 2704(b]{l). SeealsoERlSfi section 
701(b)(l} and Code section 9801(b){!}. 

" See Examples 6, 7. and 8 in 26 CFR 34.9801- 
3{a)(l)(ii), 29 CFR 701-3(aHlKii). 45 CFR 
i46.in(aKiHn). 


insurance coverage must comply with 
the PHS Act section 2704 prohibition 
against preexisting condition 
exclusions: however, a grandfathered 
health plan that is individual health 
insurance coverage is not required to 
comply with PHS Act section 2704. See 
26 CFR 54.9815-1251T, 29 CFR 
2590.715-1251, and 45 CFR 147.140 
regarding status as a grandfathered 
health plan. 

B. PHS Act Section 2711, Lifetime and 
Annual Limits (26 CFR 54.9815-2711T, 
29 CFR 2590.715-2711, 45 CFR 147.126) 

Section 2711 of the PHS Act. as added 
by the Affordable Care Act, and these 
interim final regulations generally 
prohibit group health plans and health 
insurance issuers offering group or 
individual health insurance coverage 
from imposing lifetime or annual limits 
on the dollar value of health benefits. 

Tire restriction on annual limits 
applies differently to certain account- 
based plans, especially where other 
rules apply to limit the benefits 
available. For example, under section 
9005 of the Affordable Care Act, salary 
reduction contributions for health 
flexible spending arrangements (health 
FSAs) are specifically limited to $2,500 
(indexed for inflation) per year, 
beginning with taxable years in 2013. 
These interim final regulations provide 
that the PHS Act section 2711 annual 
limit rules do not apply to health FSAs, 
The restrictions on annual limits also do 
not apply to Medical Savings Accounts 
(MSAs) under section 220 of the Code 
and Health Savings Accounts (HSAs) 
under section 223 of the Code. Both 
MSAs and HSAs generally are not 
treated as group health plans because 
the amounts available under the plans 
are available for both medical and non- 
medical expenses,^ Moreover, annual 
contributions to MSAs and HSAs are 
subject to specific statutory provisions 
that require that the contributions be 
limited. 

Health Reimbursement Arrangements 
(HRAs) are another type of account- 
based health plan and typically consist 
of a promise by an employer to 
reimburse medical expenses for the year 
up to a certain amount, with unused 
amounts available to reimburse medical 
expenses in future years. See Notice 
2002-45, 2002-28 IRB 93; Rev. Rul. 
2002-41, 2002-28 IRB 75. When HRA.s 
are integrated with other coverage as 
part of a group health plan and the other 
coverage alone would comply with the 


' Distributions from MSAs and HSAs that are not 
used for qualified medical expenses are included in 
income and subject to an additional lax, under 
sections 220(f)(1), (4) and 223(f)(1), (4) of the Code. 
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requirements of PHS Act section 2711, 
the fact that benefits under the HRA by 
itself are limited does not violate PHS 
Act section 2711 because the combined 
benefit satisfies the requirements. Also, 
in the case of a stand-alone HRA that is 
limited to retirees, the exemption from 
the requirements of ERISA and the Code 
relating to the Affordable Care Act for 
plans with fewer than two current 
employees means' that the retiree-only 
HRA is generally not subject to the rules 
in PHS Act section 2711 relating to 
annual limits. The Departments request 
comments regarding the application of 
PHS Act section 2711 to stand-alone 
HRAs that are not retiree-only plans. 

The statute prohibits annualiimits on 
the dollar value of benefits generally, 
but allows “restricted annual limits” 
with respect to essential health benefits 
(as defined in section 1302(b) of the 
Affordable Care Act) for plan years (in 
the individual market, policy years) 
beginning before January 1 . 2014. 
Grandfathered individual market 
policies are exempted from this 
provision. In addition, the statute 
provides that, with respect to benefits 
that are not essential health benefits, a 
plan or issuer may impose annua! or 
lifetime per-individual dollar limits on 
specific covered benefits. These interim 
final regulations define "essential health 
benefits” by cross-reference to section 
1302(b) of the Affordable Care Act® and 
applicable regulations. Regulations 
under section 1302(b) of the Affordable 
Care Act have not yet been issued. 

For plan years (in the individual 
market, policy years) beginning before 
the issuance of regulations defining 
“essential health benefits”, for purposes 
of enforcement, the Departments will 
take into account good faith efforts to 
comply with a reasonable interpretation 
of the term “essential health benefits”. 
For this purpose, a plan or issuer must 
apply the definition of essential health 
benefits consistently. For example, a 
plan could not both apply a lifetime 
limit to a particular benefit — thus taking 
the position that it was not an essentia! 
health benefit — and at the same time 
treat that particular benefit as an 
essential health benefit for purposes of 
applying the restricted annua! limit. 


* Section i302(b) of the Affordable C'.are Ac! 
defines essential health benefits to “include at least 
the following general categories and the items and 
services covered within the categories: ambulatory 
patieiit services; emergency .servicos; 
hospitalization; maternity and newborn care; 
mental health and substance use disorder services, 
including behavioral health treatment: prescription 
drugs; rehabilitative and habililative .services and 
devices; laboratory services: preventive and 
wellness services and chronic disease management; 
and pediatric services, including oral and vision 
care." 


These interim final regulations clarify 
that the prohibition under PHS Act 
section 2711 does not prevent a plan or 
issuer from excluding all benefits for a 
condition, but if any benefits are 
provided for a condition, then the 
requirernents of the rule apply. 
Therefore, an exclusion of all benefits 
for a condition is not considered to be 
an annual or lifetime dollar limit. 

The statute and these interim final 
regulations provide that for plan years 
(in the individual market, policy years) 
beginning before January 1 , 2014, group 
health plans and health insurance 
issuers offering group or individual 
health insurance coverage may establish 
a restricted annual limit on the dollar 
value of essential health benefits. The 
statute provides that in defining the 
term restricted annual limit, the 
Departments should ensure that access 
to needed services is made available 
with a minimal impact on premiums. 
For a detailed discussion of the basis for 
determining restricted annual limits, see 
section IV.B.3 later in this preamble. 

In order to mitigate the potential for 
premium increases for all plans and 
policies, while at the same time 
ensuring access to essential health 
benefits, these interim final regulations 
adopt a three-year phased approach for 
restricted annual limits. Under these 
interim final regulations, annual limits 
on the dollar value of benefits that are 
essential health benefits may not be less 
than the following amounts for plan 
years (in the individual market, policy 
years) beginning before January 1, 2014: 

• For plan or policy years beginning 
on or after September 23. 2010 but 
before September 23, 2011, $750,000; 

• For plan or policy years beginning 
on or after September 23. 2011 but 
before September 23. 2012 , $1.25 
million; and 

• For plan or policy years beginning 
on or after September 23. 2012 but 
before January 1, 2014, $2 million. 

As these are minimums for plan years 
(in the individual market, policy years) 
beginning before 2014, plans or issuers 
may use higher annual limits or impose 
no limits. Plans and policies with plan 
or policy years that begin between 
September 23 and December 31 have 
more than one plan or policy year under 
which the $2 million minimum annual 
limit is available; however, a plan or 
policy generally may not impose an 
annual limit for a plan year (in the 
individual market, policy year) 
beginning after December 31, 2013. 

The minimum annual limits for plan 
or policy years beginning before 2014 
apply on an individual-by-individuai 
basis. Thus, any overall annual dollar 


limit on benefits applied to families may 
not operate to deny a covered individual 
the minimum annual benefits for the 
plan year (in the individual market, 
policy year). These interim final 
regulations clarify that, in applying 
annual limits for plan years (in the 
individual market, policy years) 
beginning before January 1, 2014, the 
plan or health insurance coverage may 
take into account only essential health 
benefits. 

The restricted annual limits provided 
in these interim final regulations are 
designed to ensure, in the vast majority 
of cases, that individuals would have 
access to needed services with a 
minimal impact on premiums. So that 
individuals with certain coverage, 
including coverage under a limited 
benefit plan or so-called “mini-med” 
plans, would not be denied access to 
needed services or experience more 
than a minimal impact on premiums, 
these interim final regulations provide 
for the Secretary of Health and Human 
Services to establish a program under 
which the requirements relating to 
restricted annual limits may be waived 
if compliance with these interim final 
regulations would result in a significant 
decrease in access to benefits or a 
significant increase in premiums. 
Guidance from the Secretary of Health 
and Human Services regarding the 
scope and process for applying for a 
waiver is expected to bo issued in the 
near future. 

Under these interim final regulations, 
individuals who reached a lifetime limit 
under a plan or health insurance 
coverage prior to the applicability date 
of these interim final regulations and are 
otherwise still eligible under the plan or 
health insurance coverage must be 
provided with a notice that the lifetime 
limit no longer applies. If such 
individuals are no longer enrolled in the 
plan or health insurance coverage, these 
interim final regulations also provide an 
enrollment (in the individual market, 
reinstatement) opportunity for such 
individuals. In the individual market, 
this reinstatement opportunity does not 
apply to individuals who reached their 
lifetime limits on individual health 
insurance coverage if the contract is not 
renewed or otherwise is no longer in 
effect. It would apply, however, to a 
family member who reached the lifetime 
limit in a family policy in the individual 
market while other family members 
remain in the coverage. These notices 
and the enrollment opportunity must bo 
provided beginning not later than the 
first day of the first plan year (in the 
individual market, policy year) 
beginning on or after September 23. 

2010. Anyone eligible for an enrollment 
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opportunity must be treated as a special 
enrollee.^ That is, they must be given 
the right to enrol! in all of the benefit 
packages available to similarly situated 
individuals upon initial enrollment. 

Application to grandfathered health 
plans. The statute and these interim 
final regulations relating to the 
prohibition on lifetime limits apply to 
all group health plans and health 
insurance issuers offering group or 
individual health insurance coverage, 
whether or not the plan qualifies as a 
grandfathered health plan, for plan 
years (in the individual market, policy 
years) beginning on or after September 
23, 2010, The statute and these interim 
final regulations relating to the 
prohibition on annual limits, including 
the special rules regarding restricted 
annual limits for plan years beginning 
before January 1, 2014, apply to group 
health plans and group health insurance 
coverage that qualify as a grandfathered 
health plan, but do not apply to 
grandfathered health plans that are 
individual health insurance coverage. 
The interim final regulations issued 
under section 1251 of the Affordable 
Care Act provide that: 

• A plan or health insurance coverage 
that, on March 23, 2010, did not impose 
an overall annual or lifetime limit on 
the dollar value of all benefits ceases to 
be a grandfathered health plan if the 
plan or health insurance coverage 
imposes an overall annual limit on the 
dollar value of benefits. 

• A plan or health insurance 
coverage, that, on March 23, 2010, 
imposed an overall lifetime limit on the 
dollar value of all benefits but no overall 
annual limit on the dollar value of all 
benefits ceases to be a grandfathered 
health plan if the plan or health 
insurance coverage adopts an overall 
annual limit at a dollar value that is 
lower than the dollar value of the 
lifetime limit on March 23, 2010. 

• A plan or health insurance coverage 
that, on March 23, 2010, imposed an 
overall annual limit on the dollar value 
of all benefits ceases to be a 
grandfathered health plan if the plan or 
health insurance coverage decreases the 
dollar value of the annual limit 
(regardless of whether the plan or health 
insurance coverage also imposed an 
overall lifetime limit on March 23, 2010 
on the dollar value of all benefits), 

C. PHS Act Section 2712, Prohibition on 
Rescissions (26 CFR 54.9815-2712T, 29 
CFB 2590.715-2712, 45 CFR 147.128) 

PHS Act section 2712 provides rules 
regarding rescissions of health coverage 


«Soe 26 CFR 54.980t-(i(d). 29 CFR 2590,701- 
6(d). and 45 CFR 146, 11 7(d). 


for group health plans and health 
insurance issuers offering group or 
individual health insurance coverage. 
Under the statute and these interim final 
regulations, a group health plan, or a 
health insurance issuer offering group or 
individual health insurance coverage, 
must not rescind coverage except in the 
case of fraud or an intentional 
misrepresentation of a material fact. 

This standard sets a Federal floor and is 
more protective of individuals with 
respect to the standard for rescission 
than the standard that might have 
previously existed imder State 
insurance law or Federal common law. 
That is, under prior law, rescission may 
have been permissible if an individual 
made a misrepresentation of material 
fact, even if the misrepresentation was 
not intentional or made knowingly. 
Under the new standard for rescissions 
set forth in PHS Act section 2712 and 
these interim final regulations, plans 
and issuers cannot rescind coverage 
unless an individual was involved in 
fraud or made an intentional 
misrepresentation of material fact. This 
standard applies to all rescissions, 
whether in the group or individual 
insurance market, and whether insured 
or self-insured coverage. These rules 
also apply regardless of any 
contestability period that may otherwise 
apply. 

This provision in PHS Act section 
2712 builds on already-existing 
protections in PHS Act sections 2703(b) 
and 2742(b) regarding cancellations of 
coverage. These provisions generally 
provide that a health insurance issuer in 
(he group and individual markets 
cannot cancel, or fail to renew, coverage 
for an individual or a group for any 
reason other than those enumerated in 
the statute (that is. nonpayment of 
premiums; fraud or intentional 
misrepresentation of material fact: 
withdrawal of a product or withdrawal 
of an issuer from the market; movement 
of an individual or an employer outside 
the service area; or, for bona fide 
association coverage, cessation of 
association membership). Moreover, this 
new provision also builds on existing 
HIPAA nondiscrimination protections 
for group health coverage in ERISA 
section 702. Code section 9802, and 
PHS Act section 2705 (previously 
included in PHS Act section 2702 prior 
to the Affordable Care Act’s 
amendments and reorganization to PHS 
Act title XXVn). The HIPAA 
nondiscrimination provisions generally 
provide that group health plans and 
group health insurance issuers may not 
set eligibility rules based on factors such 
as health status and evidence of 


insurability — including acts of domestic 
violence or disability. They also provide 
limits on the ability of plans and issuers 
to vary premiums and contributions 
based on health status. For policy years 
beginning on or after January 1, 2014, 
additional protections will apply in the 
individual market, including guaranteed 
issue of all products, nondiscrimination 
based on health status, and no 
preexisting condition exclusions. These 
protections will reduce the likelihood of 
rescissions, 

These interim final regulations also 
clarify that other requirements of 
Federal or State law may apply in 
connection with a rescission or 
cancellation of coverage beyond the 
standards established in PHS Act 
section 2712, if they arc more protective 
of individuals. For example, if a State 
law applicable to health insurance 
Issuers were to provide that rescissions 
are permitted only in cases of fraud, or 
only within a contestability period, 
which is more protective of individuals, 
such a law would not conflict with, or 
be preempted by, the Federal standard 
and would apply. 

Those interim final regulations 
include several clarifications regarding 
the standards for rescission in PHS Act 
section 2712. First, these interim final 
regulations clarify that the rules of PHS 
Act section 2712 apply whether the 
rescission applies to a single individual, 
an individual within a family, or an 
entire group of individuals. Thus, for 
example, if an issuer attempted to 
rescind coverage of an entire 
employment-based »oup because of the 
actions of an individual within the 
group, the standards of these interim 
final regulations would apply. Second, 
these interim final regulations clarify 
that the rule.*) of PHS Act section 2712 
apply to representations made by the 
individual or a person seeking coverage 
on behalf of the individual. Thus, if a 
plan sponsor seeks coverage from an 
issuer for an entire employment-based 
group and makes representations, for 
example, regarding the prior claims 
experience of the group, the standards 
of these interim final regulations would 
also apply. Finally, PHS Act section 
2712 refers to acts or practices that 
constitute fraud. These interim final 
regulations clarify that, to the extent 
that an omission constitutes fraud, that 
omission would permit the plan or 
issuer to rescind coverage under this 
section. An example in these interim 
final regulations illustrates the 
application of the rule to misstatements 
of fact that are inadvertent. 

For purposes of these interim final 
regulations, a rescission is a 
cancellation or discontinuance of 
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coverage that has retroactive effect. For 
example, a cancellation that treats a 
policy as void from the time of the 
individual’s or group’s enrollment is a 
rescission. As another example, a 
cancellation that voids benefits paid up 
to a year before the cancellation is also 
a rescission for this purpose. A 
cancellation or discontinuance of 
coverage with only a prospective effect 
is not a rescission, and neither is a 
cancellation or discontinuance of 
coverage that is effective retroactively to 
the extent it is attributable to a failure 
to timely pay required premiums or 
contributions towards the cost of 
coverage, Cancellations of coverage are 
addressed under other Federal and Stale 
laws, including section PHS Act section 
2703(b) and 2742(b), which limit the 
grounds for cancellation or non-renewal 
of coverage, as discussed above. 
Moreover, PHS Act section 2719, as 
added by the Affordable Care Act and 
incorporated in ERISA section 715 and 
Code section 9815, addresses appeals of 
coverage determinations and includes 
provisions for keeping coverage in effect 
pending an appeal. The Departments 
expect to issue guidance on PHS Act 
section 2719 in the very near future. 

In addition to setting a new Federal 
floor standard for rescissions, PHS Act 
section 2712 adds a new advance notice 
requirement when coverage is rescinded 
where still permissible. Specifically, the 
second sentence in section 2712 
provides that coverage may not be 
cancelled unless prior notice is 
provided. Those interim final 
regulations provide that a group health 
plan, or a health insurance Issuer 
offering group health insurance 
coverage, must provide at least 30 
calendar days advance notice to an 
individual before coverage may bo 
rescinded. 10 The notice must be 
provided regardless of whether the 
rescission is of group or individual 
coverage; or whether, in the case of 
group coverage, the coverage is insured 
or self-insured, or the rescission applies 
to an entire group or only to an 
individual within the group. This 30- 
day period will provide individuals and 
plan sponsors with an opportunity to 
explore their rights to contest the 
rescission, or look for alternative 
coverage, as appropriate. The 
Departments expect to issue future 
guidance on any notice requirements 
under PHS Act section 2712 for 
cancellations of coverage other than in 
the case of rescission. 


’'’Even though prior notice must be provided in 
the case of a rescission, applicable law may permit 
the rescission to void coverage rotroactively. 


In this new Federal statutory 
protection gainst rescissions, the 
Affordable Care Act provides new rights 
to individuals who, for example, may 
have done their best to complete what 
can sometimes be long, complex 
enrollment questionnaires but may have 
made some errors, for which the 
consequences were overly broad and 
unfair. These interim final regulations 
provide initial guidance with respect to 
the statutory restrictions on rescission. 

If the Departments Income aware of 
attempts in the marketplace to subvert 
these rules, the Departments may issue 
additional regulations or administrative 
guidance to ensure that individuals do 
not lose health coverage unjustly or 
without due process. 

Application to grandfathered health 
plans. The rules regarding rescissions 
and advance notice apply to all 
grandfathered health plans. 

D. PHS Act Section 2719A, Patient 
Protections (26 CFH 54.9815~2719AT, 

29 CFB 2590.715-27J9A. 45 CFR 
147.138) 

Section 2719A of the PHS Act 
imposes, with respect to a group health 
plan, or group or individual health 
insurance coverage, a set of three 
requirements relating to the choice of a 
health care professional and 
requirements relating to benefits for 
emergency services. The three 
requirements relating to the choice of 
health care professional apply only with 
respect to a plan or health insurance 
coverage with a network of providers.” 
Thus, a plan or issuer that has not 
negotiated with any provider for the 
delivery of health care but merely 
reimburses individuals covered under 
the plan for their receipt of health care 
is not subject to the requirements 
relating to the choice of a health care 
professional. However, such plans or 
health insurance coverage are subject to 
requirements relating to benefits for 
emergency services. These interim final 
regulations reorder the statutory 
requirements so that all three of the 
requirements relating to the choice of a 
health care professional are together and 
add a notice requirement for those three 
requirements. None of these 
requirements apply to grandfethered 
health plans. 


’ ‘ The statute and these interim iinal regulations 
refer to providers both in terms of their 
participation (participatiiig provider) and in terms 
of a ni^work (in-ni^ork provider), hi both 
situations, the intent is to refer to a provider that 
has a contractual relationship or other arrangement 
with a plan or Issuer. 


1. Choice of Health Care Professional 

The statute and these interim final 
regulations provide that if a group 
health plan, or a health insurance issuer 
offering group or individual health 
insurance coverage, requires or provides 
for designation by a participant, 
beneficiary, or enrollee of a 
participating primary care provider, 
then the plan or issuer must permit each 
participant, beneficiary, or onrolloc to 
designate any participating primary care 
provider who is available to accept the 
participant, beneficiary, or enrollee. 
Under these interim final regulations, 
the plan or issuer must provide a notice 
informing each participant (or in the 
individual market, the primary 
subscriber) of the terms of the plan or 
health insurance coverage regarding 
designation of a primary care provider. 

The statute ana these interim final 
regulations impose a requirement for the 
designation of a pediatrician similar to 
the requirement for the designation of a 
primary care physician. Specifically, if 
a plan or issuer requires or provides for 
the designation of a participating 
primary care provider for a child by a 
participant, beneficiary, or enrollee, the 
plan or issuer must permit the 
designation of a physician (allopathic or 
osteopathic) who specializes in 
pediatrics as the child's primary care 
provider if the provider participates in 
the network of the plan or issuer and is 
available to accept the child. In such a 
case, the plan or issuer must comply 
with the notice requirements with 
respect to designation of a primary care 
provider. The general terms of the plan 
or health insurance coverage regarding 
pediatric care otherwise are unaffected, 
including any exclusions with respect to 
coverage of pediatric care. 

The statute and these interim final 
regulations also provide rules for a 
group health plan, or a health insurance 
issuer offering group or individual 
health insurance coverage, that provides 
coverage for obstetrical or gynecological 
care and requires the designation of an 
in-nelwork primary care provider, In 
such a case, the plan or issuer may not 
require authorization or referral by the 
plan, issuer, or any person (including a 
primary care provider) for a female 
participant, beneficiary, or enrollee who 
seeks obstetrical or gynecological care 
provided by an in-network health care 
professional who specializes in 
obstetrics or gynecology. The plan or 
issuer must inform each participant (in 
the individual market, primary 
subscriber) that the plan or issuer may 
not require authorization or referral for 
obstetrical or gynecological care by a 
participating health care professional 
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who specializes in obstetrics or 
gynecology. Nothing in these interim 
final regulations precludes the plan or 
issuer from requiring an in-network 
obstetrical or gynecological provider to 
otherwise adhere to policies and 
procedures regarding referrals, prior 
authorization for treatments, and the 
provision of services pursuant to a 
treatment plan approved by the plan or 
issuer. The plan or issuer must treat the 
provision of obstetrical and 
gynecological care, and the ordering of 
related obstetrical and gynecological 
items and services, by the professional 
who specializes in obstetrics or 
gynecology as the authorization of the 
primary care provider. For this purpose, 
a health care professional who 
specializes in obstetrics or gynecology is 
any individual who is authorized under 
applicable State law to provide 
obstetrical or gynecological care, and is 
not limited to a physician. 

The general terms of the plan or 
coverage regarding exclusions of 
coverage with respect to obstetrical or 
gynecological care are otherwise 
unaffected. These interim final 
regulations do not preclude the plan or 
issuer from requiring that the obstetrical 
or gynecological provider notify the 
primary care provider or the plan or 
issuer of treatment decisions. 

When applicable, it is important that 
individuals enrolled in a plan or health 
insurance coverage know of their rights 
to (1) choose a primary care provider or 
a pediatrician when a plan or issuer 
requires designation of a primary care 
physician; or (2) obtain obstetrical or 
gynecological care without prior 
authorization, Accordingly, these 
interim final regulations require such 
plans and issuers to provide a notice to 
participants (in the individual market, 
primary subscribers) of these rights 
when applicable. Model language is 
provided in these interim final 
regulations. The notice must be 
provided whenever the plan or issuer 
provides a participant with a summary 
plan description or other similar 
description of benefits under the plan or 
health insurance coverage, or in the 
individual market, provides a primary 
subscriber with a policy, certificate, or 
contract of health insurance. 

2. Emergency Services 

If a plan or health insurance coverage 
provides any benefits with respect to 
emergency services in an emergency 
department of a hospital, the plan or 
issuer must cover emergency services in 
a way that is consistent with these 
interim final regulations. These interim 
final regulations require that a plan or 
health insurance coverage providing 


emergency services must do so without 
the individual or the health care 
provider having to obtain prior 
authorization (even if the emergency 
services are provided out of network) 
and without regard to whether the 
health care provider furnishing the 
emergency services is an in-network 
provider with respect to the services. 

The emergency services must be 
provided without regard to any other 
term or condition of the plan or health 
insurance coverage other than the 
exclusion or coo^nation of benefits, an 
affiliation or waiting period permitted 
under part 7 of ERISA, part A of title 
XXVII of the PHS Act, or chapter 100 of 
the Code, or applicable cost-sharing 
requirements. For a plan or health 
insurance coverage with a network of 
providers that provides benefits for 
emergency services, the plan or issuer 
may not impose any administrative 
requirement or limitation on benefits for 
out-of-network emergency services that 
is more restrictive than the requirements 
or limitations that apply to in-network 
emergency services. 

Additionally, for a plan or health 
insurance coverage with a network, 
these interim final regulations provide 
rules for cost-sharing requirements for 
emergency services that are expressed as 
a copayment amount or coinsurance 
rate, and other cost-sharing 
requirements. Cost-sharing requirements 
expressed as a copayment amount or 
coinsurance rale imposed for oul-of- 
network emergency services cannot 
exceed the cost-sharing requirements 
that would be imposed if the services 
were provided in-network. Out-of- 
network providers may, however, also 
balance bill patients for the difference 
between the providers’ charges and the 
amount collected from the plan or issuer 
and from the patient in the form of a 
copayment or coinsurance amount. 
Section 1302(c)(3)(B) of the Affordable 
Care Act excludes such balance billing 
amounts from the definition of cost 
sharing, and the requirement in section 
2719A{b)(l){C){ii)(II) that cost sharing 
for out-of-network services be limited to 
that imposed in network only applies to 
cost sharing expressed as a copayment 
or coinsurance rate. 

Because the statute does not require 
plans or issuers to cover balance billing 
amounts, and does not prohibit balance 
billing, even where the protections in 
the statute apply, patients may be 
subject to balance billing. It would 
defeat the purpose of the protections in 
the statute if a plan or issuer paid an 
unreasonably low amount to a provider, 
even while limiting the coinsurance or 
copayment associated with that amount 
to in-network amounts. To avoid the 


circumvention of the protections of PHS 
Act section 2719A, it is necessary that 
a reasonable amount be paid before a 
patient becomes responsible for a 
balance billing amount. Thus, these 
interim final regulations require that a 
reasonable amount be paid for services 
by some objective standard. In 
establishing the reasonable amount that 
must be paid, the Departments had to 
account for wide variation in how plans 
and issuers determine both in-network 
and out-of-network rates. For example, 
for a plan using a capitation 
arrangement to determine in-network 
payments to providers, there is no in- 
network rate per service. Accordingly, 
these interim final regulations consider 
three amounts; the in-network rate, the 
out-of-network rate, and the Medicare 
rate. Specifically, a plan or issuer 
satisfies the copayment and coinsurance 
limitations in the statute if it provides 
benefits for out-of-network emergency 
services in an amount equal to the 
greatest of three possible amounts — 

(1) The amount negotiated with in- 
network providers for the emergency 
service furnished; 

(2) The amount for the emergency 
service calculated using the same 
method the plan generally uses to 
determine payments for out-of-network 
services (such as the usual, customary, 
and reasonable charges) but substituting 
the in-network cost-sharing provisions 
for the out-of-network cost-snaring 
provisions: or 

(3) The amount that would be paid 
under Medicare for the emergency 
service.'^* Each of these three amounts is 
calculated excluding any in-network 
copayment or coinsurance imposed 
with respect to the participant, 
beneficiary, or enroilee. 

For plans and health insurance 
coverage under which there is no por- 
service amount negotiated with in- 
network providers (such as under a 
capitation or other similar payment 
arrangement), the first amount above is 
disregarded, meaning that the greatest 
amount is going to be either the out-of- 
network amount or the Medicare 
amount. Additionally, with respect to 
determining the first amount, if a plan 
or issuer has more than one negotiated 
amount with in-network providers for a 
particular emergency service, the 
amount is the median of these amounts, 
treating the amount negotiated with 
each provider as a separate amount in 
determining the median. Thus, for 
example, if for a given emergency 


As of Ihe date of publication of these interim 
final regulations, these rales are available to the 
public at http://www.cms.bhs.gov/ 
MedicaroAdvtgSpecRateStats/downloads/oon- 
payments.pdf 
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sen'ice a plan negotiated a rate of SlOO 
with three providers, a rate of S125 with 
one provider, and a rate of S150 with 
one provider; the amounts taken into 
account to determine the median would 
be SlOO, SlOO, $100, $125, and $150; 
and the median would bo $100. 
Following the commonly accepted 
definition of median, if there are an 
even number of amounts, the median is 
the average of the middle two. (Cost 
sharing imposed with respect to the 
participant, beneficiary, or enrollee 
would be deducted from this amount 
before determining the greatest of the 
three amounts above.) 

The second amount above is 
determined without reduction for out- 
of-network cost sharing that generally 
applies under the plan or health 
insurance coverage with respect to out- 
of-network services. Thus, for example, 
if a plan generally pays 70 percent of the 
usual, customary, and reasonable 
amount for out-of-nctwork services, the 
second amount above for an emergency 
service is the total (that is, 100 percent) 
of the usual, customary, and reasonable 
amount for the service, not reduced by 
the 30 percent coinstuance that would 
generally apply to out-of-nelwork 
services (but reduced by the in-network 
copayment or coinsurance that the 
individual would be responsible for if 
the emergency service had been 
provided in-network). 

Although a plan or health insurance 
coverage is generally not constrained by 
the requirements of PHS Act section 
2719A for cost-sharing requirements 
other than copayments or coinsurance, 
these interim final regulations include 
an anti-abuse rule with respect to such 
other cost-sharing requirements so that 
the purpose of limiting copayments and 
coinsurance for emergency services to 
the in-notwork rate cannot be thwarted 
by manipulation of these other cost- 
sharing requirements. Accordingly, any 
other cost-sharing requirement, .such as 
a deductible or out-of-pocket maximum, 
may be imposed with respect to out-of- 
network emergency services only if the 
cost-sharing requirement generally 
applies to out-of-network benefits. 
Specifically, a deductible may be 
imposed with respect to out-of-nctwork 
emergency services only as part of a 
deductible that generally applies to out- 
of-network benefits. Similarly, if an out- 
of-pockel maximum generally applies to 
out-of-network benefits, that out-of- 
pocket maximum must apply to out-of- 
network emergency services. A plan or 
health insurance coverage could fashion 
these other cost-sharing requirements so 
that a participant, beneficiary, or 
enrollee is required to pay less for 
emergency services than for general out- 


of-network services: the anti-abuse rule 
merely prohibits a plan or health 
insurance coverage from fashioning 
such rules so that a participant, 
beneficiary, or enrollee is required to 
pay more for emergency services than 
for general out-of-network services. 

In applying the rules relating to 
emergency services, the statute and 
these interim final regulations define 
the terms emergency medical condition, 
emergency services, and stabilize. These 
terms are defined generally in 
accordance with their meaning under 
the Emergency Medical Treatment and 
Labor Act (EMTALA), section 1867 of 
the Social Security Act. There are, 
however, some minor variances from 
the EMTALA definitions. For example, 
both EMTALA and PHS Act section 
2719A define “emergency medical 
condition” in terms of the same 
consequences that could reasonably be 
expected to occur in the absence of 
immediate medical attention. Under 
EMTALA regulations, the likelihood of 
these consequences is determined by 
qualified hospital medical personnel, 
while under PHS Act section 2719A the 
standard is whether a prudent 
layperson, who possesses an average 
knowledge of health and medicine, 
could reasonably expect the absence of 
immediate medical attention to result in 
such consequences. 

Application to grandfathered health 

S s. The statute and these interim 
regulations relating to certain 
patient protections do not apply to 
grandfathered health plans. However, 
other Federal or State laws related to 
these patient protections may apply 
regardless of grandfather status. 

III. Interim Final Regulations and 
Request for Comments 
Section 9833 of the Code, section 734 
of ERISA, and section 2792 of the PHS 
Act authorize the Secretaries of the 
Treasury, l.abor. and HHS (collectively, 
the Secretaries) to promulgate any 
interim final rules that they determine 
are appropriate to carry out the 
provisions of chapter 100 of the Code, 
part 7 of subtitle B of title I of ERISA, 
and part A of title XXVII of the PHS Act, 
which include PHS Act sections 2701 
through 2728 and the incorporation of 
those sections into ERISA section 715 
and Code section 9815. 

In addition, imder Section 553(b) of 
the Administrative Procedure Act (APA) 
(5 U.S.C. 551 el seq.) a general notice of 
proposed rulemaking is not required 
when an agency, for good cause, finds 
that notice and public comment thereon 
are impracticable, unnecessary, or 
contrary to the public interest. The 
provisions of the APA that ordinarily 


require a notice of proposed rulemaking 
do not apply here because of the 
specific authority granted by section 
9833 of the Code, section 734 of ERISA, 
and section 2792 of the PHS Act. 
However, even if the APA were 
applicable, the Secretaries have 
determined that it would be 
impracticable and contrary to the public 
interest to delay putting the provisions 
in these interim final regulations in 
place until a full public notice and 
comment process was completed. As 
noted above, numerous provisions of 
the Affordable Care Act are applicable 
for plan years (in the individual market, 
policy years) beginning on or after 
September 23. 2010, six months after 
date of enactment. Had the Departments 
published a notice of proposed 
rulemaking, provided for a 60-day 
comment period, and only then 
prepared final regulations, which would 
be subject to a 60-day delay in effective 
date, it is unlikely that it would have 
been possible to have final regulations 
in effect before late September, when 
these requirements could be in effect for 
some plans or policies. Moreover, the 
requirements in these interim final 
regulations require significant lead time 
in order to implement. For example, in 
the case of the requirement under PHS 
Act section 2711 prohibiting overall 
lifetime dollar limits, these interim final 
regulations require that an enrollment 
opportunity be provided for an 
individual whose coverage ended by 
reason of reaching a lifetime limit no 
later than the first day this requirement 
takes effect. Preparations presumably 
would have to be made to put such an 
enrollment process in place, In the case 
of requirements for emergency care 
under PHS Act section 2719A, plans 
and issuers need to know how to 
process charges by out-of-network 
providers by as early as the first plan or 
policy year beginning on or after 
September 23, 2010, With respect to all 
the changes that would be required to be 
made under these interim final 
regulations, whether adding coverage of 
children with a preexisting condition 
under PHS Act section 2704, or 
determining the scope of rescissions 
prohibited under PHS Act section 2712, 
group health plans and health insurance 
issuers have to be able to take these 
changes into account in establishing 
their premiums, and in making other 
changes to the designs of plan or policy 
benefits, and these premiums and plan 
or policy changes would have to receive 
necessary' approvals in advance of the 
plan or policy year in question. 

Accordingly, in order to allow plans 
and health insurance coverage to be 
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designed and implemented on a timely 
basis, regulations must be published 
and available to the public well in 
advance of the effective date of the 
requirements of the Affordable Care Act. 
It is not possible to have a hill notice 
and comment process and to publish 
final regulations in the brief time 
between enactment of the Affordable 
Care Act and the date regulations are 
needed. 

The Secretaries further find that 
issuance of proposed regulations would 
not be sufficient because the provisions 
of the Affordable Care Act protect 
significant rights of plan participants 
and beneficiaries ami individuals 
covered by individual health insurance 
policies and it is essential that 
participants, beneficiaries, insureds, 
plan sponsors, and issuers have 
certainty about their rights and 
responsibilities. Proposed regulations 
are not binding and cannot provide the 
necessary certainty. By contrast, the 
interim final regulations provide the 
public with an opportunity for 
comment, but without delaying the 
effective date of the regulations, 

For the foregoing reasons, the 
Departments have determined that it is 
impracticable and contrary to the public 
interest to engage in full notice and 
comment rulemaking before putting 
these interim final regulations into 
effect, and that it is in the public interest 
to promulgate interim final regulations. 
IV. Economic Impact and Paperwork 
Burden 

A. Summary— Department of Labor and 
Department of Health and Human 
Services 

As stated earlier in this preamble, 
these interim final regulations 


implement PHS Act sections 2704 
(prohibiting preexisting condition 
exclusions), 2711 (prohibiting lifetime 
and annual dollar limits on benefits), 
2712 (rules regarding rescissions), and 
2719A (patient protections).*^ These 
interim final regulations also provide 
guidance on the requirement to provide 
enrollment opportunities to individuals 
who reached a lifetime limit. PHS Act 
section 2704 regarding preexisting 
condition exclusions generally is 
effective for plan years (in the 
individual market, policy years) 
beginning on or after January 1. 2014. 
However, with respect to enrollees, 
Including applicants for enrollment, 
who are under 19 years of age, this 
section is effective for plan years 
beginning on or afier September 23, 
2010; or in the case of individual health 
insurance coverage, for policy years 
beginning on or after September 23, 
2010.*^ The rest of these provisions 
generally are effective for plan years (in 
the individual market, policy years) 
bt^inning on or after September 23, 
2010, which is six months after the 
March 23, 2010 date of enactment of the 
Affordable Care Act. 

The Departments have crafted these 
interim final regulations to secure the 
protections intended by Congress in the 
most economically efficient manner 
possible. In accordance with OMB 
Circular A-4, they have quantified the 
benefits and costs where possible and 
provided a qualitative discussion of 
some of the benefits and the costs that 
may stem from these interim final 
regulations. 


B. Executive Order 12866 — Department 
of Labor and Department of Health and 
Human Services 

Under Executive Order 12866 (58 FR 
51735), “significant” regulatory actions 
are subject to review by the Office of 
Management and Budget (OMB). 

Section 3(f) of the Executive Order 
defines a “significant regulatory action” 
as an action that is likely to result in a 
rule (1) having an annual effect on the 
economy of $100 million or more in any 
one year, or adversely and materially 
affecting a sector of the economy, 
productivity, competition, jobs, the 
environment, public health or safety, or 
State, local or tribal governments or 
communities (also referred to as 
“economically significant”); (2) creating 
a serious inconsistency or otherwise 
interfering with an action taken or 
planned by another agency; (3) 
materially altering the budgetary 
impacts of entitlement grants, user fees, 
or loan programs or the rights and 
obligations of recipients thereof; or (4) 
raising novel legal or policy issues 
arising out of legal mandates, the 
President’s priorities, or the principles 
sot forth in the Executive Order. OMB 
has determined that this rule is 
significant within the meaning of 
section 3(f)(1) of the Executive Order, 
because it is likely to have an effect on 
the economy of SlOO million in any one 
year. Accordingly, OMB has reviewed 
these rules pursuant to the Executive 
Order. The Departments provide an 
assessment of the potential costs and 
benefits of each regulatory provision 
below, summarized in the following 
table. 

Table 1.1 Accounting Table 


TABLE 1.1 — Accounting Table 


Benefits 


Qualitative: These patient protections are expected to expand coverage for children with preexisting conditions and individuals who face rescis- 
sions, lifetime limits, and annual limits as a result of high health care costs. Expanded coverage is likely to increase access to health care, 
improve he^th outcomes, improve worker productwity, and reduce family financial strain and ‘'job lock”. Many of these benefits have a dis- 
tributional component, and promote equity, in the sense that they wifi be enjoyed by those who are especially vulnerable as a result of health 
problems and financial status. Choice of fi^ysician will likely lead to better, sustained patient-provider relationships, resulting in decreased 
malpractice claims and improved medication adherence and health promotion. Removing referrals and prior authorizations for primary care, 
obstetrical and gynecological care, and emergency services is likely to reduce administrative and time burdens on both patients and physi- 
ciaris, while improving health outcomes by allowing quicker access to medical services when necessary. 


Costs Estimate Year dollar Discount rate Period covered 


Annualized Monetized ($miiiions/year) 4,9 2010 7% 2011-2013 

4.9 2010 3% 2011-2013 


'^The Affordable Care Act adds Section 715 to 
the Employee Retirement Income Security Act 
(ERISA) and section 9815 to the internal Revenue 
Code (the Code) to make the provisions of pari A 


of title XXVn of the PHS applicabls to group 

health plans, and health iasuiance issuers 
providing health insurance cov'erage in connection 
with group health plans, under ERISA and the Code 


as if those provisions of the PHS Act were included 
in ERISA and the Code. 

'’Section 1255 of the Affordable Care Act. Sec 
n/so .section J0103fe)-(fj of the Affordable Care Act. 
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TABLE 1.1 — Accounting Table— Contmued 


Monetized costs are due to a requirement to notify participants tttat exceeded ttieir- lifetime limit and were disenroiied from their plan or cov- 
erage of their right to re-enroll in the plan; a requirement tttat a group he^ plan or a health insurance issuer offering group or individual 
health insurance coverage must notify an affected individu^ 30 days before coverage may be rescinded: and a notice of a participant's right 
to choose any available participating primary care provider <»■ pedialricran as their primary care provider, and of increased protections for 
those participants seeking emergency services. 


Qualitative: To the extent these patient protections increase access to health care services, increased health care utilization and costs will result 
due to increased uptake. Expanding coverage to children wHh preesdsHng corxfitions and individuals subject to rescissions will likely increase 
overall health care costs, given that these groups tend to have high cost ccmdWons and require more costly care than average. 


Transfers 


Qualitative: These patient protections create a small transfer fr«nn those paying premiums in the group market to those obtaining the increased 
patient protections. To the extent there is risk pooling in the individual maifcet, a similar transfer will occur. 


1, Need for Regulatory Action 

a. Preexisting Condition Exclusions 

As discussed earlier in this preamble, 
Section 2704 of the PHS Act as added 
by the Affordable Care Act, prohibits 
group health plans and health insurance 
issuers offering group or individual 
health insurance from imposing any 
preexisting condition exclusion. This 
new protection applies to children who 
are under age 19 for plan years (in the 
individual market, policy years) 
beginning on or after September 23, 
2010. For individuals age 19 and over, 
this provision applies for plan years (in 
the individual market, policy years) 
beginning on or after January 1, 2014. 

Preexisting conditions affect millions 
of Americans and include a broad range 
of conditions from heart disease — which 
affects one in three adults or 
cancer — which affects 11 million 
Americans — to relatively minor 
conditions like hay fever, asthma, or 
previous sports injuries^'* 

Denials of benefits or coverage based 
on a preexisting condition make 
adequate health insurance unavailable 
to millions of Americans. Before the 
enactment of the Affordable Care Act, in 
45 States, health insurance issuers in 
the individual market could deny 
coverage, charge higher premiums, and/ 


''■'The Departmfinls' analysis extends to 2013, 

The analysis does not attempt to estimate effects in 
2014 and beyond because the extensive changes 
provided for by the Affordable Care Act in sources 
of coverage, rating rules, and the structure of 
insurance markets make It nearly impossible to 
isolate the effects of the provisions of these interim 
final regulations. 

’“American Heart Association, Heart Diseose and 
Stroke Siafjstics 2009 Updale-at-a-GIance. http:// 
www.omericanheart.org/downloadable/heart/ 
1240250946756!J>—1982%20Heart 
%20and%20Stroke%20Update.042009.pdf. 

National Cancer Institute. Cancer Query 
System: Cancer Prevalence Dofobose. http://srab. 
cancer.gov/pfevaknce/canques.html. 

‘“Pollitz K, Sorian R, Haw Accessible is 
Individual Health Insurance for Consumers in Less 
than Perfect Health? Kaiser Family Foundation, 

June 2001. 


or deny benefits for a preexisting 
condition.*® 

These interim final regulations are 
necessary to amend the Departments' 
existing regulations to implement this 
statutory provision, which was enacted 
by Congress to ensure that quality 
health coirerage is available to more 
Americans without the imposition of a 
preexisting condition exclusion, 

b. Lifetime and Annual Limits 

As discussed earlier in this preamble. 
Section 2711 of the PHS Act was added 
to the Affordable Care Act to prohibit 
group health plans and health insurance 
issuers offering group or individual 
health insurance coverage from 
imposing lifetime limits on the dollar 
value of health benefits. Annual limits 
also are prohibited, but the statute 
includes a phase-in of this provision 
before January 1, 2014, that allows plans 
and issuers to impose “restricted annual 
limits” at the levels discussed earlier in 
this preamble. 

These new protections ensure that 
patients are not confronted with 
devastating health costs because they 
have exhausted their health coverage 
when faced with a serious medical 
condition. For example, in one recent 
national survey, ten percent of all 
cancer patients reported that they 
reached a benefit limit in their 
insurance policy and were forced to 
seek alternative insurance coverage or 
pay the remainder of their treatment 

out-of-pocket.2o 

These interim final regulations are 
necessary to amend the Departments’ 
existing regulations to implement the 
statutory provisions with respect to 
annual and lifetime limits that Congress 
enacted to help ensure that more 
Americans with chronic, long-term, 
and/or expensive illnesses have access 
to quality health coverage. The 


Kaiser State Health Facts, http:// 
statehealthfacts-org/compaTetable.isp?ind=353 
Br.at-7. 

'“’DSA Today/Kaiser Faulty Fouodation/Harvard 
School of Public Health. National Survey of 
Households Affected by Cancer. November 2006. 


provisions of the regulations regarding 
restricted annual limits function as a 
type of transition rule, providing for 
staged implementation and helping 
ensure against adverse impacts on 
premiums or the offering of health 
coverage in the marketplace. For more 
detail about these provisions, see the 
discussion of PHS Act Section 2711, 
Lifetime and Annual Limits, in section 
II.B earlier in this preamble, 

c. Rescission 

As discussed earlier in this preamble. 
Section 2712 of the PHS Act was added 
by the Affordable Care Act to prohibit 
group health plans and health insurance 
issuers offering group or individual 
health insurance coverage from 
rescinding coverage except in the case 
of fraud or intentional 
misrepresentation of material fact, 

Prior to the Affordable Care Act, 
thousands of Americans lost health 
coverage each year due to rescission. 
According to a House Energy and 
Commerce Committee staff 
memorandum, 2* rather than reviewing 
medical histories when applications are 
svibmitted, if the policyholders become 
sick and file expensive claims, 
insurance companies then initiate 
investigations to scrutinize the details of 
the policyholder’s application materials 
and medical records, and if 
discrepancies, omissions, or 
misrepresentations are found, the 
insurer rescinds the policies, returns the 
premiums, and refuses payment for 
medical services. The Committee found 
some questionable practices in this area 
including insurance companies 
rescinding coverage even when 
discrepancies are unintentional or 
caused by others, for conditions that are 
unknown to policyholders, and for 
discrepancies unrelated to the medical 


Terminations of Individual Health Insurance 
PoliiuGs by Insurance Companies, Hearing before 
the House Comm, on Energy and Commerce. 
.Subcommittee on Oversight and Investigations, 
June 16, 2009) (supplemental memorandum) 
/iffp.y/R/iefgycommerre./ioiise.gov/Press lit/ 
20090616/cescis$ion_siippkmentoi.pdf. 
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conditions for which patients sought 
medical care. 

When a coverage rescission occurs, an 
individual’s health coverage is 
retroactively cancelled, which means 
that the insurance company is no longer 
responsible for medical care claims that 
they had previously accepted and paid, 
Rescissions can result in significant 
financial hardship for affected 
individuals, because, in most cases, the 
individuals have accumulated 
significant medical expenses. The NAIC 
Regulatory Framework Task Force 
collected data on 52 companies covering 
the period 2004-2008, and found that 
rescissions averaged 1.46 per thousand 
policies In force. 22 This estimate implies 
there are approximately 10,700 
rescissions per year. 

These interim final regulations 
implement the statutory provision 
enacted by Congress to protect the most 
vulnerable Americans, those that incur 
substantial medical expenses due to a 
serious medical condition, from 
financial devastation by ensuring that 
such individuals do not unjustly lose 
health coverage by rescission. 

d. Patient Protections 

As discussed earlier in this preamble, 
Section 2719A of the PHS Act was 
added by the Affordable Care Act to 
require group health plans and health 
insurance issuers offering group or 
individual health insurance coverage to 
ensure choice of health care 
professionals and greater access to 
benefits for emergency services. As 
discussed in more detail below, 
provider choice is a strong predictor of 
patient trust in a provider, and patient* 
provider trust can increase health 
promotion and therapeutic effects.^!* 
Studies also have found that patients 
tend to experience better quality health 
care if they have long-term relationships 
with their health care provider.^^ 

The emergency care provisions of 
PHS Act section 2719A require (1) non- 
grandfathered group health plans and 
health insurance issuers that cover 
emergency services to cover such 
services without prior authorization and 


NAIC Rescission Data Call, December 17, 2009, 

p, 1. 

Piotte, John, et al., "Tbe Role of Patient- 
Physician Trust in Moderating Medication 
Nonadherence Due to Cost Pressures." Archive.s of 
Internal Medicine 16S, August (2005) and Roberts. 
Kathleen J., “Physician-Patient Relationships, 

Patient .Satisfaction, and Antiretroviral Medication 
Adherence Among HlV-lnfected Adults Attending a 
Public Health Clinic.” AIDS Patient Can? and STDs 
16-1 (2002). 

2'* Blewelt, I-ynn, et al, “When a Usual Source of 
Caro and Usual Provider Matter; Adult Prevention 
and ScreetJing Services,” Journal of General Internal 
Medicine 23.9 (2008). 
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without regard to whether the health 
care provider providing the services is 
a participating network provider, and 
(2) copayments and coinsurance for out- 
of-network emergency care not to 
exceed the cost-sharing r^uirements 
that would have been imposed if the 
services were provided in-network. 
These provisions will ensure that 
patients gel emergency care when they 
need it, especially in situations w'here 
prior authorization cannot be obtained 
due to exigent circumstances or an in- 
network provider is not available to 
provide the services. It also will protect 
patients from the substantial financial 
burden that can be imposed when 
differing copayment or coinsurance 
arrangements apply to in-nelwork and 
out-of-network emergency care. 

This regulation is necessary to 
implement the statutory provision 
enacted by Congress to provide these 
essential patient protections. 

2. PHS Act Section 2704, Prohibition of 
Preexisting Condition Exclusions (26 
CFR 54.9815-2704T. 29 CFR 2590.715- 
2704. 45 CFR 147.108) 
a. Summary 

As discussed earlier in this preamble, 
section 1201 of the Affordable Care Act 
adds a new PHS Act section 2704. 
which amends (he HIPAA rules relating 
to preexisting condition exclusions to 
provide that a group health plan and a 
health insurance issuer offering group or 
individual health insurance coverage 
may not impose any preexisting 
condition exclusion. The HIPAA rules 
(in effect prior to the effective date of 
these amendments) apply only to group 
health plans and group health insurance 
coverage, and permit limited exclusions 
of coverage based on a preexisting 
condition under certain circumstances. 
The Affordable Care Act and these 
interim final regulations prohibit any 
preexisting condition exclusions 
imposed by group health plans or group 
health insurance coverage and extends 
this protection to individual health 
insurance coverage. This prohibition 
generally is effective with respect to 
plan years (in the individual market, 
policy years) beginning on or after 
January 1, 2014, but for enrollees who 
arc under 19 years of age, this 
prohibition bwcomes effective for plan 
years (in the individual market, policy 
years) beginning on or after September 
23, 2010. 

Under the statute and these interim 
final regulations, a grandfathered health 
plan that is a group health plan or group 
health insurance coverage must comply 
with the prohibition against preexisting 
condition exclusions; however, a 


grandfathered health plan that is 
individual health insurance coverage is 
not required to comply with PHS Act 
section 2704. 

In this section, the Departments 
estimate the likely effects of these 
interim final regulations. Beginning 
with the population of individuals age 
0-18, the number of individuals 
potentially affected is estimated in 
several steps. First, the number of 
children who have preexisting 
conditions that might cause them to be 
excluded from coverage is estimated. 
Second, a range of take-up rates is used 
to estimate the number of children who 
might be newly covered after these 
interim final regulations are 
implemented, In addition, the potential 
cost implications are discussed. 

b. Estimated Number of Affected 
Individuals 

In the individual market, those 
applying for insurance will no longer 
face exclusions or denials of coverage 
based on a preexisting condition 
exclusion if they are under the age of 19. 
In addition, children covered by non- 
grandfathered individual coverage with 
a rider or an exclusion period that 
excludes coverage for a preexisting 
condition will gain coverage for that 
condition. In the group market, 
participants and dependents who are 
under 19 years old and have 
experienced a lapse in coverage will no 
longer face up to a twelve-month 
exclusion for preexisting conditions. 

The Departments' estimates in this 
section are based on the 2004-2006 
Medical Expenditure Panel Survey 
Household Component (MEPS-HC) 
which was projected to 2010 and 
calibrated to be consistent with the 
National Health Accounts projections. 
The analysis tabulated counts and costs 
for persons under age 19 by age, health 
status, and insurance status. 

There are two main categories of 
children who are most likely to be 
directly affected by these interim final 
regulations: First, children who have a 
preexisting condition and who are 
uninsured: second, children who are 
covered by individual insurance with a 
rider excluding coverage for a 
preexisting condition or a preexisting 
condition exclusion period. For the 
latter category, obtaining coverage for 
the preexisting condition may require 
terminating the child’s existing policy 
and beginning a new one, because 
individual health insurance coverage 
that is a grandfathered health plan is not 
required to comply with PHS Act 
section 2704 or these interim final 
regulations. 
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It is difficult to estimate precisely 
how many uninsured children have a 
preexisting condition that would cause 
them to be denied coverage for that 
condition if they were to apply. 
Information on whether individuals 
have a preexisting condition for the 
purpose of obtaining health insurance is 
not collected in any major population- 
based survey. In its annual survey on 
market practices, America’s Health 
Insurance Plans (AHIP) estimated that 
429,464 applications for children were 
medically underwritten, and 20,747, or 
4.8 percent, were denied.^® The survey 
does not measure the number of 
applicants who did not make it through 
an underwriting process, nor docs it 
measure the applicants’ prior insurance 
status, and therefore, while useful, it 
does not provide direct estimates of the 
number or proportion of uninsured 
children who would be denied coverage 
based on a preexisting condition. Thus, 
the Departments use proxies for 
preexisting conditions available in 
nationally representative surveys to 
estimate the universe of potentially 
eligible individuals. 

’The Departments estimate that in 
2010 there are approximately 78.0 
million children under the age of 19 in 
the United States, of whom an estimated 
19.4 million report “fair” or “poor” 
health or take three or more prescription 
medications. The Departments assume 
that these children have a preexisting 
condition. Whether or not the statute 
and these interim final regulations are 
likely to affect these children depends 
on their own and their parents’ 
insurance status. Of the 19.4 million 
children that potentially have a 
preexisting condition, 10.2 million 
already have employer-sponsored 
insurance (ESI), 760,000 have 
individual coverage, and 7.9 million 
have public or other coverage, leaving 

540,000 uninsured children with 
preexisting conditions.*'* The 
Departments assume that this group of 

540,000 uninsured children with a 
preexisting condition would be denied 
coverage for that condition or altogether 
if they were to apply. 

The likelihooa that an uninsured 
child with a preexisting condition will 
gain coverage due to these interim final 
regulations will likely vary by the 
insurance status of the child’s parent. 

As shown in Table 2.1, approximately 
one-half of the 540,000 unin.sured 


»■' AHlP (Center for Health Policy Research. 
Individual Health Insurance 2009. http:// 
wwK'.ahipresearch.org/pdfs/ 
2009lndividualMarketSurvsyFwallieport.pdf. 

2“ These ostmiates are from the Departments’ 
analysis of the 2004-2006 Medical Expenditure 
Panel .Survey, trended forward to 2010. 


children who the Departments estimate 
have a preexistii^ condition live with a 
parent who is also uninsured and is not 
offered ESI. An additional 190,000 have 
a parent who is covered by ESI, and 

60,000 children have a parent who was 
offered ESI but did not accept the offer 
(and the insurance status of the parent 
is unknown). 

Table 2.1— Estimated Number of 
Uninsured Children With Pre- 
Existing Conditions, by Parent’s 
Insurance Status, 2010 


Parent's insurance status 

Number of 
children 

Parent has miptoyer- 
sponsored insufance 


(ESI) 

190,000 

Parent offered ESI 

60,000 

Parent has individual mar- 


ket insurance 

10,000 

Parent does not have pri- 


vate insurance' 

270.000 

No parent 

20.000 

Total " 

540.000 


'Primarily parents who are uninsured, but 
also including a small number who have public 
coverage. 

"Total is not the sum of the components 
due to rounding. 

Source; Departments' analysis of MEPS-HC 
data, 2004-2006, trended forward to 2010. 

The group most likely to be affected 
by these interim final regulations is 
uninsured children whose parents have 
purchased non-group coverage, of 
whom there are an estimated 10,000. 
These parents have demonstrated a 
strong preference for coverage by being 
willing to pay for a non-group premium 
for themselves, but their child is 
uninsured. Although the Departments 
cannot know with any certainly, it is 
quite plausible that the child is 
uninsured because the insurer refused 
to sell coverage to the child due to a 
preexisting condition. If an individual 
market insurance policy does not 
change substantially and retains its 
grandfather status, (he insurer is not 
required to add a child with a 
preexisting condition. However, if the 
parent terminates the existing policy 
and purchases a new policy (which is 
quite plausible given the high 
prevalence of churning in the individual 
insurance market), then the new policy 
will be required to cover the child, and 
a substantial proportion of these 
children could gain access to coverage 
due to these interim final regulations.*^ 


^^ArteleM. Kirk. 1116 individual Insurance 
Market; A Building Block for Health Care Reform? 
Health Care Financing Organization Research 
Synthesis. May 2008 - 


At the other extreme, roughly 190,000 
uninsured children with a preexisting 
condition have a parent with ESI. It is 
possible that these children are 
uninsured because their parents’ ESI 
does not offer dependent coverage. It is 
also possible that the parent could not 
afford the employee portion of a family 
plan premium. These interim final 
regulations are not likely to have much 
effect on coverage for children in these 
circumstances. A very small subset of 
uninsured children whose parents have 
ESI could have had to be in a 
preexisting exclusion period before 
coverage is provided for services to treat 
that condition. Under the statute and 
these interim final regulations, there 
would no longer be such a period, 
making coverage desirable. Such 
children may be affected by this 
provision. 

Approximately 60,000 uninsured 
children with a preexisting condition 
have parents who were offered ESI but 
did not accept that offer. It also seems 
unlikely that these interim final 
regulations will have much effect on 
thal group, because almost all of those 
parents could have chosen to cover 
themselves, and potentially their child, 
through ESI in the absence of these 
interim final regulations. 

In between these extremes are the 
approximately 270,000 uninsured 
children whose parents are themselves 
uninsured. Many of these parents have 
low to moderate income, and many may 
not be able to afford insurance.*® 
However, some of these parents might 
purchase a policy for their child with a 
preexisting condition if it were available 
to them. 

While it is relatively easy to 
hypothesize about the relationship 
between parental insurance status and 
the likelihood that a child will be newly 
covered, it is much more difficult to 
estimate with any precision the take-up 
rates for each parental coverage 
category. Acknowledging substantial 
uncertainty, based on the discussion 
above, the Departments’ mid-range 
estimate is that 50 percent of uninsured 
children whose parents have individual 
coverage will be newly insured, 15 
percent of uninsured children whose 
parents are uninsured will be newly 
insured, and that very few children 
whose parents have ESI, are offered ESI, 
or who do not live with a parent will 
become covered as a result of these 


Approximately two-thirds of the unin.sured are 
in famiiie.s with income below 200 percent of the 
Federal Poverty Level. Current Population Survey. 
Marc.h 2008, 
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interim final regulations. For the high- 
end estimate, the Departments assume 
that the 50 percent and 15 percent 
assumptions increase to 75 percent and 
20 percent, respectively. For the low- 
end assumption, they assume that they 
decrease to 25 percent and 10 percent. 


As shown in Table 2.2, the 
Departments’ mid-range estimate is that 
51,000 uninsured children with 
preexisting conditions could gain 
coverage as a r^ult of these interim 
final regulations. At the low end of the 
range, this could be 31,000 and at the 


high end of the range, it could be 
72,000. Given that most ESI already 
covers children with preexisting 
conditions, almost all of these children 
newly gaining coverage are expected to 
gain individual coverage.-'’” 


Table 2.2— Estimated Number of Uninsured Children Gaining Coverage 



Gain employer- 
sponsored 
insurance 

Gain individual 
market insurance 

Total 





Medium Take-Up 

6.000 

45,000 

51,000 

Low Take-Up . 

2.000 ; 

29,000 

31,000 


Source: Def»t1ments' analysis of 2004-2006 MEPS-44C, trended fonward to 2010. 


The other group of children who will 
be affected by these interim final 
regulations is children who already 
have non-group insurance coverage, but 
who are covered with a “condition 
waiver” that excludes coverage or 
imposes an exclusion period for 
coverage of a preexisting condition. 

After the implementation of these 
interim final regulations, children 
whose parents purchase individual 
coverage will not be subject to condition 
waivers or preexisting condition 
exclusion periods. The Departments 
estimate that there are 90,000 children 
covered by individual insurance with a 
condition waiver (or with a period 
during which coverage for a preexisting 
condition is excluded). The individual 
market issuers who insure these 
estimated 90,000 children with a 
condition waiver may decide to remain 
grandfathered health plans and thus 
these children will not be directly 
affected by these interim final 
regulations. However, the parents of 
those children could choose to switch 
from an Individual policy that is a 
grandfathered health plan to a new 
policy that is not grandfathered, 


The Departments researched the literature in an 
attempt to provide support for the take-up rate 
Assumptions made here. There is a substantial 
literature on take-up rates among employees who 
are offered ESI, on take-up rates of public coverage 
among people eligible for Medicaid and Children's 
Health Insurance Program, and some work on the 
purchasing behavior of people who are choosing 
between being uninsured and buying individual 
insurance (Aizer, 2006; Kronson. 2009; KFF, 2007; 
Bernard and SeJden. 2006; .Sommers and Krimmel, 
2008). This work shows tlial take-up rates are very 
high for workers who are offered ESI. but that 
approximately 25 percent of people without ESI 
purchase individual coverage. This literature can 
also be used to estimate the price-elasticity of 
demand, as has been used by the Congressional 
Budget Office in its estimates of the effects of the 
Affordable Care Act [httpJ/www.cho.gov/ftpdocs/ 
87xx/docS712/}0-31-He(iItb!nsurModel.pdf} 
However, none of this work is very helpful in 
estimating the level of take-up the Departments 
should expect as parents are given the opportunity 


although the premium that they pay for 
such coverage could increase. Similarly, 
for those children currently covered but 
in a preexisting condition exclusion 
period, curtailing the exclusion period 
would KMjuire the termination of the 
current plan and purchase of a policy on 
or after September 23. 2010. 

c. Benefits 

The benefits of PHS Act Section 2704 
and these interim final regulations are 
expected to amply justify the costs. 
These interim final regulations will 
expand and improve coverage for those 
under the age of 19 with preexisting 
conditions. This will likely increase 
access to health care, improve health 
outcomes, and reduce family financial 
strain and "job lock,” as described 
below. 

Numerous studies confirm that when 
children become insured, they are better 
able to access health care. Uninsured 
children are six times more likely than 
insured children to lack a usual site of 
care.®* By contrast, one year after 
enrollment in health insurance, nearly 
every child in one study had a regular 
physician and the percentage of 


to purchase coverage for their children with 
preexisting conditions. In the absence of strong 
empirical guidance, the Departments consulted 
with experts, used their best judgment, and provide 
a wide range for onr assumptions. 

For those parents who turned down an offer of 
ESI and whose insurance status is not known, the 
Departments a-ssume that half of the children who 
lakeup coverage join ESI, and half join a private 
insurance plan in the individual insurance maricet. 

The 2009 AHIP survey for individual coverage 
estimated that approximately 2.7 percent of 
children with individual coverage are covered with 
a condition waiver. This 3 percent estimate was 
applied to the MEPS-based estimate that there are 
approximately 3.3 million children covered by 
individual insuiaius. A separate analysis of MBPS 
by the Departments similarly found about 90,000 
children with a preexistii^ condition (defined as 
being in fair or poor health or taking three or more 
prescription medications) had a low actuarial value 
of coverage for their (xmdition. 


children who saw a dentist increased by 
approximately 25 percent.®® Insured 
children also experience fewer unmet 
needs and delays in care. In one study, 
37 percent of the children 15 to 19 years 
of age faced some unmet need or 
delayed physician care in the prior 6 
months, whereas at 12 months after 
insurance enrollment, only 3.7 percent 
reported such delays or care 
deficiencies.®^ 

With regular access to health care, 
children's health and well-being are 
likely to improve. When children are 
.sick and without health insurance, they 
may, out of financial necessity, have to 
forgo treatment; insurance improves the 
likelihood that children get timely and 
appropriate health care services.®® 
Insured children are less likely to 
experience avoidable hospital stays than 
uninsured children®® and, when 
hospitalized, insured children are at less 
risk of dying,®* When children are 
insured, it not only improves their 
health status, but also confers corollary 
benefits. Children without health 
insurance may not bo allowed to 
participate in as many physical 
activities as peers because parents are 


“Children’s Health, Why Health Insurance 
Matters." Kaiser Commission on Medicaid and the 
Uninsured, available at: hUp://mvw,kff. 0 Tg/ 
uninsured/Ioader.cfm?urla/commonspot/secuTity/ 
geffj/e.c/m(rPngeK)»I4I32. 

Ibid. 

Keane. Christopher ef of. 'The Impact of 
Children's Health Insurance Program by Age.” 
Pediafri'cs 104;5 (1999), available at: http:// 
pediatTics.aappublicafions.Org/cgi/repcint/J04/5/ 
1051. 

Uninsured children are at least 70 percent more 
likely than insured children to not receive medical 
care for common childhood conditions like sore 
throats, ear infections, and asthma. Ibid. 

-■'^Ibid. 

Bernstein. Jill et al. “How Does Insurance 
Coverage Improve Health Outcomes?" Maibematica 
Policy ffesearcfi (2010), available; http:// 
www.mathematica-mpr.com/pubIications/PDFs/ 
Heakb/BeformheaitbcareJBl.pdf. 
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concerned about the financial impacts 
of unintentional injury. One study 
determined that 12 percent of uninsured 
children had various activity 
restrictions (e.g,, related to sports or 
biking). However, almost all of these 
restrictions were removed once they 
gained insurance.^*^ And health 
insurance and access to care improve 
school attendance. An evaluation of an 
initiative designed to connect children 
to Healthy Kids, an insurance program 
piloted in Santa Clara County, 

California for children in low-income 
families, found that the proportion of 
children missing three or more school 
days in the previous month decreased 
from 11 percent among non-enrollees to 
5 percent after enrollment in the 
insurance program.^^ 

In addition to their benefits relating to 
access to care, health, and well-being of 
children, these interim final regulations 
are likely to lower families’ out of 
pocket health care spending, Some 
families would face the possibility of 
paying high out-of-pocket expenses for 
health care for children under 19 who 
could not obtain insurance because of a 
preexisting condition. Further, 
expanded insurance coverage should 
reduce the number of medical 
bankruptcies.**” In cases where medical 
expenses are substantial, families may 
no longer need to spend down their 
assets in order to qualify for Medicaid 
and other public assistance programs. 
Approximately 34 States offer Medicaid 
eligibility to adults and children who 
spend-down to State-established 
medically needy income limits."*^ Eight 
percent of Medicaid beneficiaries 
qualify via spend-down yet this group 
accounts for a disproportionately high 
percentage of Medicaid spending 
nationally (14 percent), due to the fact 
that coverage kicks in when individuals' 
medical costs are high.^^ Despite the 
fact that medically needy populations 


“Children's Health. Why Health Insurance 
Matters.” Kaiser Commission on Medicaid and the 
Uninsured, available at; http://wtvyi-.kff.org/ 
uninsured/Ioader.cfm/url^/commonspot/security/ 
getfik.cfm&-PagelD=14l32. 

Howell. Embry and Trenholm. Christopher 
“Santa Clara County Children’s Health Initiative 
Improves Children’.s Health." Matbematica Policy 
Besearch and The Urban Institute (2007], available 
at; bitp://www.inatbematica-mpr.cojn/pubhcatjons/ 
FDFs/CHIimproves.pdf. 

•’“Himmeistein, D., Warren, E., Thorne, D., and 
Woolhandler, S. Illness and Injury as Contributors 
to Bankruptcy, Health AffairsiV5-^3. February 2 
(2005]; Himmelstein, D., Thorne. D., Warren, E.. 
Woolhandler, S. Medical Bankruptcy in the United 
States, 2007: The Results of a National Study, The 
American Journal of Medicine June 4 (2009). 

bttp://yvww.stotebealthfacts.org/ 

comparereport.jsp?rep=606-cat-4. 

■•^Page 4: http://tvww.kff.arg/medicaid/ 
Ioader.cfm?url=/conunonspot/secaTity/ 
gBtfiIe.cfmB'Pago!D=14325. 


become eligible on account of onerous 
medical bills, this group is especially 
vulnerable to losing coverage because 
States are not required to cover this 
group. For example, in 2003, when 
Oklahoma eliminated its medically 
needy program due to a budget shortfall, 
an estimated 8(X} childmn lost 
coverage.^* Such coverage interruptions 
likely contribute to higher rates of 
uncompensated care — the primary 
sotirce for which is Federal funding.^'* 
Reduced reliance on these programs 
under these interim final regulations 
will benefit State and Federal 
governments and. by extension, 
taxpayers. 

In addition, these interim final 
regulations may reduce instances of "job 
lock” — situations in which workers are 
unable to change jobs due to concerns 
regarding health insurance coverage for 
their children.^s poj- example, under the 
Affordable Care Act and these interim 
final rt^ulalions, someone currently 
insured through the group market with 
less than 18 months of continuous 
coverage may be more willing to leave 
her job and become a self-employed 
entrepreneur if she has a child under 
age 19 with a preexisting condition, 
because her child now will be able to 
obtain immediate coverage for the 
preexisting condition in the individual 
market. Similarly, even a worker with 
more than 18 months of continuous 
coverage who is already protected by 
HIPAA may be more likely to consider 
switching firms and changing policies 
because he would not have to worry that 
his child's preexisting condition would 
be excluded for up to 12 months.*® 


<;*Pagc 4; http://www.nashp.org/sites/defaall/ 
files/shpmonitor niedicallyneedy.pdf. 

** Page 4: htlp://www.kff.org/uninsured/upIoad/ 
The-Cost‘Of‘Care'for-lhe-Vninsured-What-Do-We- 
Spend-Who-Pays-and-What-Would-Full-Coveragp~ 
Add-tO‘Medical-Spending.pdf. 

A CEA ropon suggests that the overall cost of 
job-lock couid be S5.7 billion annually, which is 
about 10 percent of affected workers wages. While 
these interim final regulalinn.s may only have an 
impact on a small percentage of all individuals 
afi'ected by job-lock it could still have a large dollar 
impact for those affected. Council of Economic 
Advisors Report. The Economic Case for Health 
Reform (June 2009}, at htlp://www.whitehouSG.gOv/ 
assets/documenIs/CEA JIeallh_Care_fieport.pdf. 

A 2006 study found no evidence that the 
introduction of HIPAA. which reduced preexisting 
condition exclusions, had any impact on job lock, 
but HIPAA still allovi's a 12-month preexisting 
condition exclusion meaning that for conditions 
that need immediate care someone could still 
effectively be uninsured for up to a year. In 
contrast, the provisions of the statute and these 
interim final reflations would sot allow any 
preexisting condition exclusion. See e.g.. Paul 
Fronstin. Health Insurance Portability and Job Lock: 
Findings from the J998 Health Confidence Survey. 
Employee Benefit Research histitute Notes. Volume 
19. Number 8. pages 4-6 (Aug. 1998} and Anna 
Sanz-de-Galdeano, fob-Lock and Public Policy: 


While the total reduction in job-lock 
may be small, the impact on those 
families with children with preexisting 
conditions may be significant. The effect 
of these interim final regulations on job- 
lock is discussed further in the 
summary section below. 

Executive Order 12866 explicitly 
requires agencies to take account of 
"distributive impacts” and “equity.” 
Requiring health insurers to provide 
coverage to children with preexisting 
conditions will, as described below, 
result in a small Increase in premium 
for relatively healthy adults and 
children, and a large increase in health 
and financial security for children with 
preexisting conditions and their parents. 
This transfer is a meaningful increase in 
equity, and is a benefit of these interim 
final regulations. 

d. Costs and Transfers 

Children with preexisting conditions 
have high health care costs — 
approximately three times the average 
for those without such conditions.'*^ 
Although children with preexisting 
conditions have higher health care costs 
than healthier children, among children 
with preexisting conditions, those who 
are uninsured have expenditures that 
are somewhat lower than the average for 
all children with preexisting conditions. 
Therefore, it is expected that when 
uninsured children obtain coverage, 
there will be additional demand for and 
utilization of services. There will also be 
a transfer from out-of-pocket spending 
to spending covered by insurance, 
which will partially be mitigated by a 
reduction in cost-shifting of 
uncompensated care to the insured 
population as coverage expands. 

As shown above in Table 2,2, the 
Departments estimate that 
approximately 2,000 to 10,000 children 
whose parents have ESI or an offer of 
ESI will be newly covered in the group 
market. Because few children are likely 
to be newly covered in the group 
market, the estimated costs and transfers 
are extremely small, on the order of 
hundredths of a percent. 

The Departments expect that these 
interim final regulations will have a 
larger effect on the number of children 
covered in the individual market,- 
resulting in new coverage for between 
29,000 and 62,000 children. Medical 
expenses for these newly covered 
children are likely to be greater than for 
the average child covered by individual 
insurance. The Departments’ analysis 


CJinlon's Second Mandate, Industrial and Labor 
Relations Review, Volume 59. Number 3, pages 
430-37 (Apr. 2006). 

*' From (he Departments' analysis of MBPS data. 
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also assumes that children with 
preexisting conditions gaining 
insurance under these interim final 
regulations will have greater health 
needs than the average uninsured child 
with a preexisting condition. This 
assumption concerning adverse 
selection is common to most analyses of 
purchasing behavior in the individual 
insurance market. 

In the majority of States that do not 
require community rating, much of the 
additional cost of care for newly- 
covered children with preexisting 
condition is likely to be borne by the 
parents who purchase coverage for their 
children. Based on discussions with 
industry experts, it appears that even in 
the absence of community rating, it is 
rare for an insurer to charge more than 
twice the standard rate for someone in 
poor health. The Departments' analysis 
assumes that in non-community rated 
States, the parents of newly insured 
children will pay a premium that is 
equal to twice the standard rate, and the 
remainder of the additional costs will be 
spread to other policy holders in the 
individual market.'**’ However, with the 
enactment of the Affordable care Act 
and the issuance of these interim final 
regulations, rating practices in the 
insurance industry could certainly 
change, lending uncertainty to this 
estimate. In the approximately twenty 
States that require adjusted community 
rating or rating bands in the individual 
market, the Departments’ analysis 
assumes that all of the additional costs 
of newly covered children will be 
spread across policies in the individual 
market that are not grandfathered health 
plans.4° Making these assumptions, the 
estimated increase in premiums is t 
percent or less in community rated 
States, and approximately one-half of 
one percent in Stales without 
community rating. 

Finally, for the estimated 90,000 
children with existing individual 
coverage that excludes coverage for the 
preexisting condition or requires an 
exclusion period before coverage for 
that condition begins, the Departments 
assume that many of these children will 
receive coverage for their condition(s). 


I'he Departments assume that in non- 
community rated States, parents purchasing 
individual coverage for a child with a preexisting 
condition will be charged a rate equal to 200 
percent of the standard rate for a child, becau.se it 
is rare for insurers to charge more than this amount, 
but it seems unlikely they will charge less. To the 
extent that the estimated expenditures for newly 
covered children are above the premium that the 
Departments a.ssume will he charged, the analysis 
assumes that the difference will be spread over all 
policies in the individual market, 

bttp://www.slateheaitbfacts.kff.org/ 

comparetable.jsp?ind~354&-cat=7. 


Because their existing individual 
policies could be grandfathered, the 
parents of these children may need to 
purchase new policies in order to gain 
coverage for their children's condition 
without a waiver. Children in a 
preexisting condition exclusion period 
in particular will need to terminate their 
current policy and purchase a new one 
in order to take advantage of the 
elimination of any preexisting condition 
exclusion period. Of note, the 
Departments estimate that turnover in 
the individual market is between 40 
percent and 70 percent per year.’’" 
Therefore, in a few years, most children 
who would have been covered with a 
condition waiver in the absence of these 
interim finai regulations are expected to 
be in new policies that are not 
grandfathered health plans in any case. 

The Departments analyzed 
expenditures for the approximately 
90,000 children who reported fair or 
poor health, or who were taking three or 
more prescription medications, and for 
whom insurance covered only a small 
portion of spending for one or more 
medical conditions. Total spending for 
these 90,000 children was not much 
different than spending for the children 
who did not appear to have a 
preexisting condition waiver, although 
less of the spending was covered by 
private insurance, and more of it was 
paid for out-of-pocket or by other 
sources.^’ 

Similar to the expectations for newly 
covered children in the individual 
market, in States that require rating 
bands or some form of community 
rating, much of the additional cost for 
eliminating condition waivers will be 
spread across the insured population, 
while in States without rating 
restrictions, much of the additional 
costs will be borne by the parents who 
purchase the coverage. However, the 
estimate that insured benefits per child 
will increase by a relatively modest 
amount suggests that even in States with 
community rating, the cost and transfer 
effects will be relatively small, at most 
a few tenths of a percent over the next 
few years. 


Adels M. Kirk. The Individual Insurance 
Market: A Building Block for Health Caro Reform? 
Health Care Financing Organization fieseorcA 
Synthesis. May 2008. 

The Departments’ analysis used MEPS data to 
identify approximately 90.000 children with 
individual coverage for whom ittsucance coverage 
for one or more conditions was extremely low — 
averaging 10 percent of covered expenditures, 
compared to approximately 80 percent for other 
children. The analy^ assumes that these children 
were subject to a prcexistii^ condition waiver, and 
then assumes that when these waivers are 
eliminated, the expenditures that are not covMed by 
insurance in the MBPS data mil now he shifted to 
insurance. 


In evaluating the impact of this 
provision, it is important to remember 
that the full net effects of this provision 
cannot be estimated because of its 
interactions with other provisions in the 
Affordable Care Act that go into effect 
at the same time. For example, under 
the current guaranteed renewabiiity 
protections in the individual market, if 
a child with a preexisting condition is 
now able to obtain coverage on a 
parental plan, he or she can potentially 
stay on that plan until age 26. As 
another example, the Affordable Care 
Act will require non-grandfathered 
health plans to provide recommended 
preventive services at no cost-sharing. 
This will amplify the benefits of 
coverage for newly insured children 
with preexisting conditions. Therefore, 
the Departments cannot provide a more 
precise estimation of either the benefits 
or the costs and transfers of this 
provision. 

3. PHS Act Section 2711, No Lifetime or 
Annual Limits (26 CFR 54.9815-2711T, 
29 CFR 2590.715-2711, 45 CFR 147.126) 
a. Summary 

As discussed earlier in this preamble, 
section 2711 of the PHS Act, as added 
by the Affordable Care Act, and these 
interim final regulations generally 
prohibits group health plans and health 
insurance issuers offering group or 
individual health insurance coverage 
from imposing lifetime or annual limits 
on the dollar value of health benefits. 
The statute also provides a special rule 
allowing “restricted annual limits” with 
respect to essential health benefits (as 
defined in section 1302(b) of the 
Affordable Care Act) for plan years (in 
the individual market, policy years) 
beginning before January 1. 2014. In 
addition, the statute specifies that a plan 
or Issuer may impose annual or lifetime 
per-indlvldual limits on specific 
covered benefits that are not essential 
health benefits to the extent that such 
limits are permitted under Federal or 
State law. 

For purposes of establishing a 
restricted annua! limit on the dollar 
value of essential health benefits, the 
statute provides that in defining the 
term restricted annual limit, the 
Departments “ensure that access to 
needed services is made available with 
a minimal impact on premiums.” 

Based on this Congressional directive, 
the interim final regulations allow 
annual limits on the dollar value of 
benefits that are essential health benefits 
of no less than $750,000 for plan years 


PHS Act section 2711(a)(23 as added by Section 
1001(5) of the Affordable Caro Act and amended by 
section tOlOl(a) of such Act. 
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[in the individual market, policy years) 
beginning on or after September 23, 

2010, but before September 23, 2011; 
$1.25 million for plan years (in the 
individual market, policy years) 
beginning on or after September 23, 

2011, but before September 23, 2012; 
and $2 million for plan years (in the 
individual market, policy years) 
beginning on or after September 23, 

2012, but before January 1, 2014. For 
plan years (in the individual market, 
policy years) beginning Jamiary 1 , 2014, 
no annual limits may be placed on 
essential health benefits. 

The statute and these interim final 
regulations relating to the prohibition 
on Ufetime limits generally apply to all 
group health plans and health insurance 
issuers offering group or individual 
health insurance coverage, whether or 
not the plan qualifies as a grandfathered 
health plan, for plan years (in the 
individual market, policy years) 


beginning on or after September 23, 
2010. The statute and these interim final 
regulations relating to the prahibition 
on annual limits, including the special 
rules for plan years beginning before 
January 1 , 2014, generally apply to 
group health plans and group health 
insurance coverage that qualify as a 
grandfathered he^lh plan, but do not 
apply to gremdfathered health plans that 
are individual health insurance 
coverage. 

b. Estimated Number of Affected 
Entities 

In 2009, the lat^ data available 
indicates that both the incidence and 
amount of lifetime limits vary by market 
and plan type (e.g., HMO, PPO. POS). 
Table 3.1 displays the prevalence of 
lifetime limits for large employer, small 
employer and individual markets by 
plan type. Sixty-three percent of largo 
employers had lifetime limits; 52 


percent of small employers had lifetime 
limits and 89 percent of individual 
market plans had lifetime limits. HMO 
plans are the least likely lo have a 
lifetime limit with only 37 percent of 
large employer HMO plans having a 
limit, 16 percent of small employer 
HMO plans having a limit and 23 
percent of individual HMO plans having 
a limit. The generosity of the limit also 
varies, with 45 percent of all large 
employer plans imposing a lifetime 
limit of $2,000,000 or more; 39 percent 
of small employers’ plans imposing a 
limit of $2,000,000 or more and 86 
percent of individual market plans 
imposing a limit of $2,000,000 or more. 
Note that small employers are more 
likely than large employers to offer 
HMOs that tend not to have lifetime 
limits, but when small businesses offer 
plans with lifetime limits, the maximum 
limit tends to be lower than those in 
large firms. 


Table 3.1— Prevalence of Lifetime Limits 


Market 

Prevalence of 
limit 

(percent) 

Number of 
enrollees 

Large group 

Under $1 .000.000 i 

1 

1,000,000 

$1. 000, 000-$2, 000,000 

18 

18.700,000 

$2,000,000 or higher ., 

45 

46,600,000 

No Limit 

37 

38,300,000 

Small group 




$i,ooo,odo-$2,ooo,ooo 

12 

6,300,000 

$2,000,000 or higher .. 

39 

20,500,000 



25,200,000 



Individual 




$1.000.0(30-$2.000,000 

1 

100,000 

$2,000,000 Of higher 

86 

8,400,000 

No Limit 

11 

1,100,000 


Source: Large and Small Employer Health Plan Enrollment: and Lifetime Maximum Exhibit S.2 and Exhibit 13.12, respectively, Employer 
Health Benefits: 2009 Annual Survey. Washington, DC: Henry J. Kaiser Family Foundation and Health Research & Educational Trust (September 
2009). Individual Health Plan Enrollment and Lifetime Maximum: Table 10 and Table 17, respectively, AHIP Center for Policy Research Individual 
Health Insurance 2009: A Comprehensive Survey of Premiums, Availability, and Benefits. 


There are scant data on annual limits 
on which to base this impact analysis. 
Table 3.2 displays the prevalence of 
annual limits by market, plan type and 
amount of the limit. Only 8 percent of 


Employer Health Benefits: 2009 Annual Survey. 
Washinglon, DC: Henry J. Kaiser Family Foundation 
and Heahh Research & Educational Trust 
(September 2009). 

There is limited survey data on annual lota! 
benefit limits, The data utilized in these analyses 
are derived from data collected by Mercer's Health 
and Benefits Research Unit for their 2003. 2008 and 
2009 National Survey of Employer-Sponsored 
Health Plans. For employer plans, the Mercer data 


large employers, 14 percent of small 
employers and 19 percent of individual 
market policies impose an annual limit 
and thus would be directly impacted by 
these interim final regulations.^^ In the 


provides prevalence information for PPOs and 
HMOs, and median annua! limit iev'cls for PPOs, 
split by small and large eanployer plans. In order 
to generate a plausible baseline of annual benefit 
maximums, broken by level of maximum, the 
reported percentages of employer plans that had 
annua] maximums were ^lead into four intervals 
broken at SStWk. SI million, and S2 million. For 
PPOs and HMOs, the data were spread u.sing the 
dispersion observed in lifetime benefit maximum.s 


first year of implementation (beginning 
September 23, 2010), it is estimated that 
loss than 0.08 percent (less than one 
tenth of one percent) of large employer 
plans, approximately 2.6 percent of 


(using data from the KFF/HRET employer surveys), 
and the distribution was constrained to bo 
consistent wiih the Mercer reported median values 
for annual maximums. For annual benefit limits in 
individual coverage the relationship observed 
between AHlP's reported lifetime benefit maximum 
levels and the KFF/HRET employer lifetime benefit 
maximums was used to generate corresponding 
distributions from the synthesized employer annual 
limits. 
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small employer plans, and 2.3 percent 
of individual plans would have to raise 
their annual limit to $750, OOO.^-'^ This 
first-year increase in annual limits 
would potentially affect an estimated 
1,670,000 persons across the three 
markets. The second year of the phase- 
in, beginning September 23, 2011, 
would affect additional plans and 
policies, requiring a cumulative 0.7 
percent of large employer plans, 3.9 
percent of small employer plans, and 


5.3 percent of individual policies to 
increase their annual limit to 
$1,250,000. The second-year incre^e in 
annual limits would affect an estimated 
3,278,250 persons across the three 
markets, llie third and final year of the 
phase-in period (b^inning on 
SeptembCT 23, 2012) would affect 
additional plans and policies requiring 
a cumulative 2.4 percent of large 
employer plans, 8.1 percent of small 
employer plans and 14.3 percent of 


individual policies to increase their 
annual limit to $2 million. The third- 
year increase in annual limits would 
affect an estimated 8,104,500 persons 
across the three markets. Note that the 
estimated number of plans and people 
affected are upper-bound estimates 
since they do not take into account 
grandfathered health plans and plans 
that receive a waiver from the annual 
limits policy. 


Table 3.2— Percent of Plans Employing Annual Limits in Each Market 


Annual limit 
(percent) 

Large employer 
(percent) 

Small employer 
(percent) 

individual 

(percent) 



0.4 

0.4 







$1,000,000-1,999,999 

2.3 

5.8 

5.5 

5.5 

12.0 

3.8 



8.2 

14.4 

19.0 



* Less than 0.1%. 

Source: The data are derived from data collected by Mercer's Health and Benefits Research Unit for their 2005, 2008 and 2009 National Sur- 
vey of Employer-Sponsored Health Plans. For employer plans, the Mercer data provides prevalence information for PPOs and HMOs, and me- 
dian annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, 
broken by level of max/mum, the reported percentages of employer plans that had annual maximums were spread into four intervals broken at 
$500k, $1 million, and $2 million. For PPOs and HMOs, the data were spread using the dispersion observed in lifetime benefit maximums (using 
data from the KFF/HRET employer surveys), and the distritHjtion was constrained to be consistent with the Mercer reported median values for 
annual maximums. For annual benefit limits in individual coverage the relationship observed between AHIP's reported lifetime benefit maximum 
levels and the KFF/HRET emptoyer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer 
annual limits. 


Table 3.3— number of persons Subjected to Annual Limits in Each Market 


Annual limit 

Large employer 

Small employer 

individual 

Total 

Under $250,000 

15,000 ; 

225,000 

38,000 

278,000 

$250,000-499.999 

45,000 I 

675.000 

115,000 

835,000 

$500,000-999,999 

60,000 ; 

900.000 

153.000 

1,113,000 

$1,000,000-1,999,999 

2,389.000 I 

2,669,000 

1,177,000 

6,435,000 

$2,000,000 plus 

6,041,000 i 

2,869,000 

377,000 

9.237.000 

Total 

8.550.000 i 

7,538,000 

1,860,000 

17,948,000 


Source; The data are derived from data collected by Mercer's Health and Benefits Research Unit for their 2005, 200B and 2009 National Sur- 
vey of Employer-Sponsored Health Plans. For employer plans, the Mercer data provides prevalence information for Pl^s and HM^, and me- 
dian annual limit levels for PPOs, split by small and large employer plans. In order to generate a plausible baseline of annual benefit maximums, 
broken by level of maximum, the reported percentages of enyjloyer plans that had annual maximums were spread into four intervals broken at 
$S00k. $1 million, and $2 million. For PPOs and HMOs. the data were spread using the dispersion observed in lifetime benefit maximums (using 
data from the KFF/HRET employer surveys), and the distribution was constrained to be consistent with the Mercer reported median values for 
annual maximums. For annual benefit limits In individual coverage the relationship observed between AHIP's reported lifetime benefft maximum 
levels and the KFF/HRET emptoyer lifetime benefit maximums was used to generate corresponding distributions from the synthesized employer 
annual limits. 


Fear and anxiety about reaching 
annual or lifetime limits on coverage is 
a major concern among Americans who 
have health insurance. At the same 
time, the data suggest that relatively few 
individuals actually reach their policies’ 
annual and lifetime limits. Thus, while 
such limits are relatively common in 
health insurance, the numbers of people 
expected to exceed either an annua) or 
lifetime limit is quite low. The estimates 


These figvires and live ones that follow in this 
paragraph are estimated from Tables 2.2 and 2.3 by 
as.suining a uniform distribution within each cell. 


provided in Table 3.4 provide a high 
and low range of the number of people 
who would hit such limits. Such a range 
is necessary because of the tremendous 
uncertainty around high-cost 
individuals. First, data are speirse, given 
that high-cost individuals lie at the tail 
of statistical cost distributions. The 
Departments attempted to extrapolate 
characteristics of the high-cost 
population who would be affected by 


'‘‘To estimale the conditional premium impact of 
moving a given plan with a given annual benefit 
maximum to a higb^ benefil maximum, the 
pcncenlage chaise in estimated benefil rates 


these interim final regulations using 
several data sources. Second, data on 
per-capila cost is available on a year-by- 
year basis, and not on a lifetime basis. 
Assumptions were necessary to convert 
annual costs into lifetime costs, 
including considerations of how current 
spending could be related to future 
spending.'^ 


(percent of medical .spending that the plan pays for 
as benefits) based on simulated benefit payments 
for such coverage was used. The underlying 
as.sumed medical spendii^ profile was drawn from 



148 


Federal Register/Vol. 75, No. 123/Monday, June 28, 2010/Rules and Regulations 37205 


Considering these caveats, Table 3.4 
illustrates that raising the restriction of 
annual limits to $2 million by 2013 
would extend additional coverage to 


2,700 to 3,500 people peryear.®^ The 
elimination of lifeUme limits would 
extend coverage to an estimated 18,650 
to 20,400 praple who would be 


expected to exceed a lifetime limit 
during a calendar year. 


Table 3.4— Percent and Number of Persons Expected to exceed a lifetime or Annual Limit 



Projected to ever exceed limit 


Percentage 

Number 

Current Lifetime Limit; 




0.03-0.06 

550-1.050 




$2,000,000 plus 

0.02 

13,600-14,350 

Current Annual Limit; 




0.19-0.23 

550-650 

$250,000 to $499,999 

0.08-0.10 

650-850 

$500,000 to $999,000 

0.03-0.06 

350-700 

$1,000,000 to $1,999,999 

0.02 

1,150-1,300 


0.01-0.02 

750-1,750 



Source; Estimates of the expected percentage of the insured popu/afron who would exceed a limit are based on an analysis of the MEPS-HC 
expenditure data supplemental with adjusted insurer claims from the Society of AOuaries large claims database; http://www.soa.org/files/pdf/ 
Large_Claims_Report.pdf. Numbers of people rounded to the nearest 50. 


c. Benefits 

Annual and lifetime limits exist in the 
individual, small group and large group 
health insurance markets. These limits 
function as caps on how much an 
insurance company will spend on 
medical care for a given insured 
individual over the course of a year, or 
the individual’s lifetime. Once a person 
reaches this limit or cap, the person is 
essentially uninsured; He or she must 
pay the remaining cost of medical care 
out-of-pocket. These limits particularly 
affect people with high-cost 
conditions,^® which are typically very 
serious. For example, one recent survey 
found that 10 percent of cancer patients 
reached the limit of what insurance 
would pay for treatment.®*' The same 
survey also found that 25 percent of 
cancer patients or their family members 
used up all or most of their savings, 13 
percent were contacted by a collection 
agency, and 1 1 percent said they were 
unable to pay for basic necessities like 
food and housing as a result of the 
financial cost of dealing with cancer. By 
prohibiting lifetime limits and 
restricting annual limits, these interim 
final regulations will help families and 
individuals experiencing financial 
burdens due to exceeding the benefit 
limits of their insurance policy. By 
ensuring and continuing coverage, these 


MEPS-HC person level spending dala, calibraied to 
National Health Account levels, with the shape of 
the distribution modified based on high-cost claims 
dala from the .Society of Actuaries. The conditional 
premium increases were then applied to the 
fractions of plans in each of the three market 
segments by level of current annual limits to 
calculate the aggregate increase in premiums for the 
possible option. 

Numbers in this paragraph calculated from 
Table 2.4 may differ due to rounding. 


interim final regulations also reduce 
uncompensated care, which would 
otherwise increase premiums of the 
insured population through cost- 
shifting. as discussed in more detail in 
section IV.B.6 later in this preamble. 

These interim final regulations wilt 
also improve access to care. Reaching a 
limit could interrupt or cause the 
termination of needed treatment, 
leading to worsening of medical 
conditions. Moreover, those with 
medical debt are more likely to skip a 
needed test or treatment, and less likely 
to fill a prescription or visit a doctor or 
clinic for a medical issue.**** The removal 
and restriction oPbenefit limits helps 
ensure continuity of care and the 
elimination of the extra costs that arise 
when an untreated or undertreated 
condition leads to the need for even 
more costly treatment, that could have 
been prevented if no loss of coverage 
had occurred. Lack of insurance 
coverage leads to additional mortality 
and lost workplace productivity, effects 
that would be amplified for a sicker 
population such as those who would 
reach a benefit limit.®* By ensuring 
continuation of coverage, these interim 
final regulations benefit the health and 
the economic well-being of participants, 
beneficiaries, and enrollees. 


^“An April 2TO8 study by MlUiinaa “2008 U.S. 
Ozgan and Tissue transplant cx>st estimates”, found 
that the average one year billed charges related to 
a heart transplant averaged $787,000 while a liver 
transplant averaged $523,400. The lifetime co,sts f()r 
the treatment chronic di^ase such as of HtV 
infection have been well document^ with one 
e.«timale of $618.0M {Med Care 2006;44: <)9(>-997). 

“ See “National Survey of Households Affected 
by Gancer.” (2M^) accessed at httpJ/wmv.kff.org/ 
kaiserpons/upioad/7591 .pdf. 


These interim final regulations also 
benefit those without an alternative 
source of health coverage in the group 
health insurance market. Under HIPAA 
rules, when an individual exceeds a 
limit and loses coverage, that individual 
has a special enrollment right. If his or 
her plan offered multiple benefit 
packages or a spouse has access to ESI, 
the individual could enroll in the 
coverage, although it might lead to a 
change in providers and less generous 
coverage. Those without an alternative 
option would lose coverage, and the 
history of high medical claims and 
presence of preexisting conditions could 
make health insurance in the individual 
market impossible. Under these interim 
final regulations, people will no longer 
be treated differently depending on 
whether they have an alternative source 
of coverage. 

Executive Order 12866 explicitly 
requires agencies to take account of 
“distributive impacts” and “equity,” and 
these considerations help to motivate 
the relevant statutory provisions and 
these interim final regulations. 
Prohibiting lifetime limits and 
restricting annual limits assures that 
insurance will perform the function for 
which it was designed — namely, 
protecting health and financial well 
being for those most in need of care. 


Seiftsrl, Robert W., and Mark Rukavina. 
“Bankruptcy is The Tip Of A Medical-Debt Iceberg.” 
Health Affairs Viol} Exclusive (2006). 

See Institute of Medicine. (2003), Hidden Costs. 
Value Lost: Unjnsi/njnce in America. Washington, 
E)Cr National Academy Press; and Institute of 
Medicine (2002) Care Without Coverage: Too Little. 
Too Ixile. Washington, DC: National Academy 
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This represents a meaningful 
improvement in equity, which is a 
benefit associated with these interim 
final regulations. 

d. Costs and Transfers 

Extending health insurance coverage 
for individuals who would otherwise hit 
a lifetime or annual limit will increase 
the demand for and utilization of health 
care services, thereby generating 
additional costs to the system, The three 
year phase-in of the elimination of 
annual limits and the immediate 
elimination of lifetime limits will 
increase the actuarial value of the 
insurance coverage for affected plans 
and policies if no other changes are 
made to the plan or policy. Issuers and 
plans in the group market may choose 
to make changes to the plan or policy 
to maintain the pre-regulation actuarial 
value of the plan or policy, such as 
changing their provider networks or 
copayments in some manner. To the 
extent that higher premiums (or other 
plan or policy changes) are passed on to 
all employees, there will be an explicit 
transfer from workers who would not 
incur high medical costs to those who 
do incur high medical costs. If, instead, 
the employers do not pass on the higher 
costs of insurance coverage to their 
workers, this could result in lower 
profits or higher prices for the 
employer’s goods or services. Given the 
relatively small proportion of people 
who exceed the benefit limits in the 
current group markets, the Departments 
anticipate such transfers to be minimal 
when spread across the insured 
population (at a premium increase of 
one-half of a percent or less for lifetime 
limits and one-tenth of a percent or less 
for annual limits), compared with the 
substantial benefit rendered to 
individual high-cost enrollcos. 

However, as this discussion 
demonstrates, there is substantial 
uncertainty in data and in the choices 
plans will decide to make in response 
to these interim final regulations, 
preventing more precise estimations of 
effects, 

In the individual market, where 
policies are individually underwritten 
with no rating bands in the majority of 
States, the Departments expect the 
added premium cost or other benefit 
changes to be largely borne by the 
individual policyholder. As discussed 
in the impact analysis for Section 2704, 
if costs exceed 200 percent of the 
standard rate, some of the additional 
costs could be spread across the 
insurance market. In the 20 States with 
modified community rating, issuers 
could spread the increased costs across 
the entire individual market, leading to 


a transfer from those who would not 
incur high medical costs to those who 
do incur such costs. However, as with 
the group market, such a transfer is 
expected to be modest, given the small 
numbers of people who would exceed 
their benefit limit. The Departments 
estimate that the transfer would be 
three-quarters of a percent or less for 
lifetime limits and one-tenth of a 
percent or less for annual limits, under 
a situation of pure community rating 
where all the costs get spread across the 
insured population. This impact does 
not apply to grandfathered individual 
market plans. Also, given the wide 
variation in State insurance markets, a 
more precise estimation is not possible, 
and the premium impact would be even 
less in the majority of States that allow 
underwriting in the individual 
insurance market. 

It is worth noting that the transfers 
discussed above will be significantly 
mitigated by the associated expansion of 
coverage that these interim final 
regulations create. The Departments 
expect, as a result of the gradual 
elimination of annua) limits and (he 
immediate elimination of lifetime 
limits, fewer people will be left without 
protection against high medical costs. 
This will lead fewer individuals to 
spend down resources and enroll in 
Medicaid or receive other State and 
locally funded medical support. It can 
be anticipated that such an effect will be 
amplified due to the high-cost nature of 
people who exceed benefit limits. As a 
result, there will be a reduction in 
Medicaid, State and local funded health 
care coverage programs, as well as 
uncompensated care, all of which 
would otherwise raise taxes and/or 
premiums for the larger population. 
Unfortunately, data around these high- 
cost individuals is limited, preventing 
the Departments from quantifying these 
benefits at the present time. 

Additional uncertainty prevents more 
precise estimation of the benefits and 
impacts of this provision. As discussed 
in the impact analysis for Section 2704, 
there are interactive effects of the 
various provisions in these interim final 
regulations which cannot be estimated. 
For example, prohibiting rescissions 
and lifetime limits could mean that 
someone who would have had a policy 
rescinded now maintains coverage, and 
also maintains coverage beyond a 
previous lifetime limit. Moreover, it is 
important to note that the estimates 
presented here, by necessity, utilize 
“average” experiences and “average” 
plans. Different plans have different 
characteristics of enrollees, for example 
in terms of age or health status, meaning 
that provisions such as eliminating 


lifetime or restricting annual limits 
could affect them differently. This also 
means that average impacts of the 
various provisions in these interim final 
regulations or others cannot simply be 
added to obtain a total impact, since a 
plan may be affected by one provision 
but not another. Moreover, plans and 
issuers will consider these impacts 
when making decisions about whether 
or not to make other changes to their 
coverage that could affect their 
grandfather status — a consideration that 
is pertinent in the case of restricted 
annual limits, which do not apply to the 
grandfathered individual market. This 
further compounds any precise 
calculation of benefits and costs. 

e. Enrollment Opportunity 

These interim final regulations 

provide an enrollment (or, in the case of 
the individual market, reinstatement) 
opportunity for individuals who 
reached their lifetime limits in a group 
health plan or health insurance coverage 
and remain otherwise eligible for the 
coverage. In the individual market, the 
reinstatement opportunity does not 
apply to individuals who reached their 
lifetime limits in individual health 
insurance coverage if the contract is not 
renewed or otherwise is no longer in 
effect It would apply, however, to a 
family member who reached the lifetime 
limit in an individual health insurance 
family policy while other family 
members remain in coverage. Such 
enrollment opportunity would generate 
a total hour burden of 3,800 hours and 
a cost burden of $21 ,000, as detailed in 
the Paperwork Reduction Act section. 

f. Alternatives 

PHS Act section 2711(a)(2) requires 
the Departments to “ensure that access 
to needed services is made available 
with a minimal impact on premiums.” 
Accordingly, the Departments 
undertook an analysis of different 
restricted annual limit thresholds to 
study the issue, taking into 
consideration several factors: (l) The 
current use of annual limits in the group 
and individual market; (2) the average 
premium impact of imposing different 
annual limits on the individual, small 
group, and large group markets; (3) the 
number of individuals who will 
continue to have annual medical 
expenses that exceed an annual limit; 
and (4) the possibility that a plan or 
issuer would switch to an annual limit 
when lifetime limits are prohibited. In 
order to mitigate the potential for 
premium increases for all plans and 
policies, while at the same time 
ensuring access to essential health 
benefits, the Departments decided to 
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adopt a fhree-year phased approach for 
restricted annual limits. 

As discussed above, it is important to 
note that it is difficult to predict exactly 
how plans and issuers will respond 
under the new regulations. Annual or 
lifetime limits on benefits help control 
risk and costs, and the elimination of a 
lifetime limit or a possible increase in 
an annual limit may load plans and 
issuers to alter benefit design (such as 
increasing cost-sharing), and/or raise 
premiums. The Departments cannot 
determine which option or combination 
of options plans and issuers will choose. 
Therefore, it is very difficult to measure 
the impact on premiums due to the 
elimination of lifetime limits and a 
maximum annual limit. This 
uncertainly is compounded by the data 
uncertainties discussed earlier in 
section IV.B,2,b of this preamble. 

Given the above data limitations, the 
Departments modeled the impact on 
premiums of increasing the annual 
limits for plans that currently have 
annual limits, assuming that the only 
reaction to a required increase in annual 
limits would be an increase in 
premiums. Because some plans may 
choose to avoid or offset the potential 
premium increase by increasing cost 
sharing, tightening the network of 
providers, adopting cost savings tools, 
or making other plan changes, the 
modeled premium impacts represent the 
high-end of the possible increases in 
premiums. 

The Departments modeled a range of 
options and ways to implement a 
restricted annual limit. Two of the 


options considered were setting the 
annual restricted limit on essential 
benehts at $1 million or at $2 million. 
The higher the limit is set, the fewer the 
people that would exceed the limit and 
experience a gap in insurance coverage. 
However, plans with current low limits 
could see increases in costs and 
potentially premiums because the 
proportion of claims covered by the 
plans would increase. One final issue to 
consider is that for plan years {in the 
individual market, policy years) 
beginning after January 1, 2014, all 
group plans and non-grandfathered 
individual policies will be required to 
remove annual limits. A low annua! 
limit until 2014 would offer less 
protection to those with medical 
expenses exceeding the limit, and could 
result in an increase in premiums in 
2014 {although a variety of other 
changes that will be implemented in 
2014 could be expected to result in 
lower premium increases in most 
States). Therefore, a stepped approach 
allowing the restricted annual limit to 
be phased in over time seemed to be the 
fairest approach and most likely to 
result in a minimal impact on 
premiums, so it was selected. 

Table 3.5 demonstrates premium 
impacts at different annual limit 
thresholds, and Table 3.4 above 
demonstrates the numbers of people 
expected to exceed different annual 
limit thresholds. The Departments chose 
to set the restricted annual limit 
relatively low in the first year, and to 
then increase the limit up to S2 million 
over the three-year period. This phased 


approach was intended to ease any 
increases in premiums in any one year, 
particularly for plans with low initial 
annual limits, and to help group plans 
and non-grandfathered individual 
policies transition to no annual limits 
starting in 2014. With this approach, a 
threshold of 5750,000 was associated 
with a 5.1 percent premium impact for 
plans with very low annual limits of 
5250,000, but it is anticipated that these 
plans comprise only less than one-haif 
of one percent of the market, On the 
other hand, raising the restricted annual 
limits to $2,000,000 under these interim 
final regulations could be expected to 
help an estimated 2,700 to 3,500 
people '’2 who would no longer exceed 
their annual limit, ensuring financial 
protection to those who have high 
medical claims. 

It is important to note that these 
interim final regulations also provide 
that the Secretary of HHS may establish 
a waiver program under which issuers 
or plans may assert that adhering to the 
restricted annual limit provisions of 
these interim final regulations tvould 
result in a significant decrease in access 
to benefits or a significant premium 
increase. The Departments provided for 
this waiver in order to prevent the loss 
of coverage for enrollees in low-benefit 
plans (for example, “minl-med” plans) 
that have low annual limits. While the 
impact of this policy is not quantified, 
it. too. is intended to mitigate any 
unintended consequences given the 
paucity of data on the incidence and 
prevalence of annual limits in the 
markets today.”^ 


Table 3.5— Estimated Premium Impacts for a Plan Moving to a New Annual Limit 



People subject to 
current limit 

I New limit 

Current limit 

$500k 

% 

$750k 

% 

$1 million 
% 

$1.5 million 
% 

$2 million 
% 



3.7 







1.4 : 


2.4-2,6 

2.4-2.8 




1.0 





0,1-0.3 

0,1-0.5 












0.04-0,2 








Source: Premium estimates are calculated based MEPS-HC suf:plemented with the Society of Actuaries Large Claim Database — To estimate 
the conditional premium impact of moving a given plan with a gven annual benefit maximum to a higher benefit maximum, the percentage 
change in estimated benefit rates (percent of medical spending iHai the plan pays for as benefits) based on simulated benefit payments for such 
coverages was used. The underlying assumed medical spending profile was drawn from M£PS~HC person level spending data, calibrated to 
National Health Account levels, with the shape of the distribution modified based on high-cost claims data from the Society of Actuaries. The 
conditional premium increases were then applied to the factions of plans in each of the three maricef segments by level of current annual limits 
to calculate the aggregate increase in premiums far the possible cation. For the low impact estimates, the distributions were then adjusted only 
for the expected marginal loading impact of using commercial reinsurance for many of the smaller carriers. For the high impact estimates, the 
distributions were also adjusted to reflect possible underestimation of the tails of the expenditure distribution once coverage of unlimited benefit 
levels was required. The adjustments were set at levels that generated aggregate inpacls that were conservative relative to estimates from 
PricewaterhouseCoopers' March 2009 study of lifetime limits for the National Hemc^Hia Foundation. 


Numbers calculated from Table 3.4 may differ 
due to rounding. 


If a sTCond decimal place were included, the 
lower end of the range in this column would be 


greater than the lower end of the range in the SI .5 
million column. 




151 


37208 Federal Register/VoL 75, No. 123/Monday, June 28, 2010/Riiles and Regulations 


4. PHS Act Section 2712, Rescissions 
(26 CFR 54.9815-2712T, 29 CFR 
2590,715-2712, 45 CFR 147.128) 
a, Summary 

As discussed earlier in this preamble, 
PHS Act Section 2712 provides rules 
regarding rescissions for group health 
plans and health insurance issuers that 
offer group or individual health 
insurance coverage. A plan or issuer 
must not rescind coverage under the 
plan, policy, certificate, or contract of 
insurance from the individual covered 
under the plan or coverage unless the 
individual (or a person seeking coverage 
on behalf of the individual) performs an 
act, practice, or omission that 
constitutes fraud, or unless the 
individual makes an intentional 
misrepresentation of material fact, as 
prohibited by the terms of the plan or 
coverage. These interim final 
regulations provide that a group health 
plan, or a health insurance issuer 
offering group health insurance 
coverage, must provide at least 30 
calendar days advance notice to an 
individual before coverage may be 
rescinded.*'* The notice must be 
provided regardless of whether the 
rescission is of group or individual 
coverage; or whether, in the case of 
group coverage, the coverage is insured 
or self-insured, or the rescission applies 
to an entire group or only to an 
individual within the group. 

PHS Act Section 2712 and these 
interim final regulations create a 
statutory Federal standard and 
enforcement power in the group and 
individual markets where it did not 
exist. Prior to this provision taking 
effect, varying court-made Federal 
common law existed for ERISA plans. 
State rules pertaining to rescission have 
been found to be preempted by ERISA 
by five circuit courts (5tn, 6th. 7th, 9lh 
and 11th as of 2008). Each styled a 
remedy looking to State law, the 
majority of Federal courts or the 
Restatement of Contracts. According to 
a House Energy and Commerce 
Committee staff memorandum,®® rather 
than reviewing medical histories when 
applications are submitted, some 
insurers engage in “post-claims 
underwriting.” Under this practice, if 
the policyholders become sick and file 
expensive claims, the insurance 


Even though prior notice must be provided in 
the case of a rescission, applicable law may permit 
the rescission to void coverage retroactively. 

Termf/iafion.s of Individual Health insurance 
Policies by Insurance Companies, Hearing before 
the House Comm. On Energy and Commerce, 
Subcommittee On Oversight and Investigations. 
June 16. 2009 (supplemental memorandum), at: 
bttp://energycommerce. bouse.gov/Pcess_l 11/ 
20090616/rescission_supp!ementol.pdf. 


companies initiate investigations to 
scrutinize the details of the 
policyholder's application materials and 
medical records, and if discrepancies, 
omissions, or misrepresentations arc 
found, the insurer rescinds the policies, 
returns the premiums, and refuses 
payment for medical services. The 
Committee found some questionable 
practices in this area including 
insurance companies rescinding 
coverage even when discrepancies arc 
unintentional or caused by others, for 
conditions that are unknown to 
policyholdem, and for discrepancies 
unrelated to the medical conditions for 
which patients sought medical care. 
According to the Committee, the current 
regulatory framework governing the 
individual insurance market in this area 
is a haphazard collection of inconsistent 
State and Federal laws. Protections for 
consumers and enforcement actions by 
regulators vary depending on where 
individuals live. Because of these 
varying standards, many patients lack 
adequate protections against rescission, 
prompting the need for and benefits 
from this rule. 

When a coverage rescission occurs, an 
individual’s health insurance coverage 
is retroactively cancelled, which means 
that the insurance company is no longer 
responsible for medical care claims that 
they had previously accepted and paid. 
Rescissions can result in significant 
financial hardship for affected 
individuals, because, in most cases, the 
individuals have accumulated 
significant medical expenses, 
b. Estimated Number of Affected 
Entities 

The Departments assume that these 
interim final regulations will have their 
largest impact on the individual 
insurance market, because group health 
coverage rarely is rescinded.®*' By 
creating a new Federal standard 
governing when policies can be 
rescinded, the Departments expect these 
interim final regulations to potentially 
affect the approximately 17 million non- 
elderly individual health insurance 
policy holders and their dependents in 
the individual health insurance 
market.®’’ In addition, approximately 
490 health insurance issuers offering 
coverage in the individual health 
insurance market who currently could 
rescind health insurance coverage are 
expected to be affected.®® That said, the 


'^‘'This statement is based on the Departments' 
conveisations with industry experts. 

<*’ 2009 Current Population Survey. 
^’’’Estimates are Irom 2CW7 NAIC6nancial 
statements data and the California Department of 
Managed Healthcare [http://wpso.dnthc.ca.gov/ 

hpsearch/viewall.aspxrt- 


actual incidence of individuals who are 
subject to rescissions each year is likely 
to be small. The NAIC Regulatory 
Framework Task Force collected data on 
52 companies covering the period 2004- 
2008, and found (hat rescissions 
averaged 1 .46 per thousand policies in 
force,®® This estimate implies there are 
approximately 10,700 rescissions per 
year. 

c. Benefits 

There are many benefits that flow 
from these interim final regulations, 
which the Departments believe justify 
the costs. As noted, Executive Order 
12866 requires consideration of 
“distributive impacts” and “equity.” To 
the extent that rescissions are arbitrary 
and revoke the insurance that enrollees 
paid for and expected to cover the cost 
of expensive illnesses and conditions, 
preventing rescissions would prevent 
inequity and greatly increase health and 
economic well-being. Consumers would 
have greater confidence that purchasing 
insurance would be worthwhile, and 
policies would represent better value for 
money. As discussed further in section 
IV.B.6.b of this preamble, it is also well- 
documented that lack of insurance leads 
to lost workplace productivity and 
additional mortality and morbidity. 
Thus, these rules would contribute to 
reducing the burden from lost 
productivity that arises from people 
being uncovered. These effects would be 
especially large relative to the number 
of individuals affected given that the 
affected population tends to be much 
sicker on average. 

Specifically, this provision also could 
protect against interruptions or 
terminations in care resulting from 
rescissions. As a result of the statute and 
these interim final regulations, people 
with high-cost illnesses at risk of 
rescission would have continued access 
to care throughout their illness, possibly 
avoiding more expensive and 
debilitating complications down the 
road. Gaps in health insurance, even if 
brief, can have significant health and 
financial consequences.’® A survey from 
the Commonwealth Fund found that 
about three of five adults with any time 
uninsured said they had not received 
needed health care in the past year 
because of costs — more than two times 
the rate of adults who were insured all 
year. Further, 44 percent of respondents 
who had experienced any coverage 
break during the prior year said they 
had failed to go to a doctor or clinic 


'■'••NAIC Rescission Data Call, December 17, 2009. 
p.l. 

'"This point is di.s-cussed further in llie section 
lV.B.6.b. later in this preamble. 
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when they had a medical problem 
because of costs, compared with 15 
percent of adults who did not 
experience such breaks.'’* 

These interim final regulations will 
also have substantial financial benefits 
for individuals who otherwise would 
have had their policies rescinded. While 
there has been minimal documentation 
of financial losses associated with 
rescissions, reports suggest severe 
financial hardships may result. In one 
case, a woman faced more than 
$129,000 in medical bills and was 
forced to stop chemotherapy for several 
months after being dropped by an 
insurer. ’’2 The maintenance of coverage 
through illness not only prevents 
financial hardship for the particular 
enrollee, but can also translate into 
lower premiums for the broader insured 
population by reducing cost-shifting 
from the costs of uncompensated care, 
d. Costs and Transfers 

The prohibition of rescissions except 
in cases of fraud or intentional 
misrepresentation of material fact could 
lead insurers to spend more resources 
checking applications before issuing 
policies than they did before the 
Affordable Care Act, which would 
increase administrative costs. However, 
these costs could be partially offset by 
decreased costs associated with reduced 
post-claims underwriting under the 
interim final rule. Due to lack of data on 
the administrative costs of underwriting 
and post-claims underwriting, as well as 
lack of data on the full prevalence of 
rescissions, it is difficult for the 
Departments to quantify these costs. The 
new requirement for an advance notice 
prior to rescission of a policy imposes 
an hour burden of 350 hours and a cost 
burden of $29,000. These costs are 
discussed in more detail in the 
Paperwork Reduction Act section later 
in this preamble, 

To the extent that continuing coverage 
for these generally high-cost 
populations leads to additional demand 
for and utilization of health care 
services, there will be additional costs 
generated in the health care system. 
However, given the relatively low rate of 
rescissions (approximately 0.15 percent 
of individual policies in force) and the 
relatively sick nature of people who 
have policies rescinded (who would 


Collins el al. “Gaps in HcaiOi insurance: An All 
American Problem” Comntonwealth Fund (2006), 
available al; http://www.commonweaItbfund.arg/ 
iisr_doc/Co!lins_gapshhiiis_920.pdf. 

Girion. Lisa “Health Net Ordered to Pay .S9 
million after Canceling Cancer Patient's Policy.” Lo.s 
Angeles Times (2008), available at; http://www. 
Ialimes.com/business/ia-fi-insure23feb 
23.1,5039:i39.story. 


have difficulty going without treatment), 
ihe Departments estimate that these 
additional costs would be small. 

Under this pro'vision of these interim 
final regulations, a transfer likely will 
occur within the individual health 
insurance market from policyholders 
whose policies "would not have been 
rescinded before the Affordable Care 
Act to some of those whose policies 
would have been rescinded before the 
Affordable Care Act, depending on the 
market and the rules which apply to it. 
This transfer could result from higher 
overall premiums insurers will charge to 
recoup their increased costs to cover the 
health care costs of very sick 
individuals whose policies previously 
could be rescinded (the precise change 
in premiums depends on the 
competitive conditions in specific 
insurance markets). However, 
rescissions are extremely rare in group 
markets where such costs would be 
most likely to be transferred through 
premium increases. As described 
earlier, they are also rare in the 
individual market, affecting 0.15 
percent of policies. In this market, the 
potential costs would likely be born by 
the individuals themselves unless they 
live in a State with regulations limiting 
rate increases based on health, as 
discussed further below. 

While the Departments are unable to 
estimate the impact of prohibiting 
rescissions except in cases of fraud or 
intentional misrepresentation with 
certainly, they expect it to be small. 

Even the high rates of rescission 
acknowledged by some smaller insurers 
would still be expected to translate into 
only a small average impact across the 
individual health insurance market. 

And since this small impact across the 
market would be primarily attributable 
to insurers paying benefits to persons 
with substantial medical expenditures, 
the transfer would be useful. 

The Departments assume for their 
anaiy.sis that the individuals covered by 
the rescinded policies are much sicker 
than average. Specifically, these 
individuals arc assumed to have total 
spending in the top 10 percent of 
spending, -which represents about 70 
percent of total spending for the 
population as a whole, as estimated 
from the 2007 MEPS-HC person level 
medical expenditure distributions. If the 
overall NAIC rescission rate of 0.15 
percent comes from this subset 
randomly, then the}' would account for 
one percent of claims. Depending on the 
percentage of rescissions that no longer 
occur as a result of these interim final 
regulations, and other changes to the 
insurance market as detailed below, 
these claims would now have to be 


covered, representing a transfer of costs 
from the affected entities to the larger 
insured population. 

Substantial uncertainty exists around 
the estimated transfer discussed above, 
First, since post-claims underwriting is 
limited by those interim final 
regulations, plans may expand their pre- 
claims underwriting practices, 
potentially leading to increased denials, 
preexisting condition riders, or rate- 
ups. This in turn would decrease the 
number of rescissions, but without 
expanding coverage or increasing claims 
paid. .Second, there is uncertainly 
concerning what proportion of the 
rescissions would be considered to 
result from fraud or intentional 
misrepresentation of material fact, and 
also uncertainty regarding the 
interaction of this provision with other 
provisions, such as the elimination of 
lifetime limits discussed in the impact 
analysis for PHS Act section 2711, or 
the prohibition of preexisting condition 
exclusions for children — since new 
children will now be able to enroll in 
policies which also cannot be rescinded. 
As a result of this uncertainty, the 
Departments are unable to precisely 
estimate an overall or average premium 
impact from this provision, but given 
the relatively low prevalence of 
rescissions in the current market, the 
impact is estimated to be at most a few 
tenths of a percent. 

5, PHS Act Section 2719A, Patient 
Protections (26 CFR 54.9815-2719AT, 

29 CFR 2590.715-2719A, 45 CFR 
147,138) 

As discussed earlier in this preamble, 
Section 2719A of the PHS Act and these 
interim final regulations impose, with 
respect to a group health plan, or group 
or individual health insurance coverage, 
a set of three requirements relating to 
the choice of a health care professional 
and requirements relating to benefits for 
emergency services. The three 
requirements relating to the choice of 
health care professional apply only with 
respect to a plan or health insurance 
coverage with a network of providers. 
Thus, a plan or issuer that has not 
negotiated with any provider for the 
delivery of health care but merely 
reimburses individuals covered under 
the plan for their receipt of health care 
is not subject to the requirements 
relating to the choice of a health care 
professional. However, all plans or 
health insurance coverage are subject to 
requirements relating to benefits for 


Those interim final regulations eliminate 
preexisting condition riders for children, but such 
riders will continue to be allowed for adults until 
January 1, 2014. 
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emergency services. The cost, benefits, 
and transfers associated with each of 
these requirements are discussed 
separately below. 

PHS Act section 27igA and these 
interim final regulations are generally 
effective for plan years (or. in the case 
of the individual market, policy years) 
beginning on or after September 23, 

2010. 

a. Choice of Health Care Professional 
i. Designation of Primary Care Provider 

Summary. The statute and these 
interim final regulations provide that if 
a group health plan, or a health 
insurance issuer offering group or 
individual health insurance coverage, 
requires or provides for designation by 
a participant, beneficiary, or enrollee of 
a participating primary care provider, 
then the plan or issuer must permit each 
participant, beneficiary, and enrollee to 
designate any participating primary care 
provider who is available to accept the 
participant, beneficiary, or enrollee. 

Estimated Number of Affected 
Entities. Choice or assignment to a 
primary care provider is typically 
required by health maintenance 
organizations (HMOs) and Point of 
Service plans (POS). Recent data suggest 
that there are 577 HMOs in the United 
States,^'* accounting for more than 32.3 
million enrollees,^® of whom about 40 
percent have their primary care provider 
serve as a gatekeeper.^® Similar data 
does not exist for POS plans, although 
as a reference, about 10 percent of 
workers with ESI are enrolled in POS 
plans. 

PHS Act section 2719A and these 
interim final regulations only apply to 
nomgrandfathered health plans. 
However, due to the lack of data on 
HMO and POS enrollees by type of 
market, and the inability to predict new 
plans that may enter those markets, the 
Departments are unable to predict the 
number enrollees and plans that would 
be affected by these provisions. 
Moreover, there are no data on the 


Kaiser Family Foundation, “Number of HMOs, 
July 2008." available at http://www..'itateheaJth/acts. 
kff'.org/coinparctable./sp!'in<i‘‘347&'cal=>76-siib<=85S- 
yr=‘71S'typ^lS-sorl=a Note that the number of HMOs 
also include.s Medicaid and Medicare only HMOs 
that are not covered by these interim final 
regulations. 

” Departments' estimates are based on the 2009 
CPS and the 2008 Medical Expenditure Panel 
Survey, 

See Fang, Hai, eJ al,, "Has the use of physician 
gatekeepers declined among HMOsV Evidence from 
the United Slates.” International fotirnal of Health 
Care Finoneo and Economics 9:183-19 5 (2009). 

See Kaiser Employer Health Benefits Annual 
Survey, 2009, Exhibit 5.2 ("Distribution of Health 
Plan Enrollment for Covered Workers, by Firm Size, 
Region, and Industry, 2009”). available al http:// 
ebbs.kff.org/pdf/2n09/7936.pdf. 


number of plans that auto-assign 
patients to primary care physicians and 
do not already allow patients to make 
the final provide choice, £is this would 
be the population to tenefit maximally 
from the interim final rule. From 
conversations with industry experts the 
Departments expect, however, that this 
number would be very small, and 
therefore the benefits and costs of this 
provision would be small as well, as 
discussed further below. 

Benefits. Provider choice allows 
patients to take into account factors they 
may value when choosing their 
provider, such as provider credentials, 
office hours and location, advice from 
professionals, and information on the 
experience of other patients.^® Freedom 
of choice is an important value, 
particularly in this domain, even if it 
cannot easily be turned into monetary 
equivalents. Provider choice is a strong 
predictor of patient trust in their 
provider, which could lead to decreased 
likelihood of malpractice claims.^® As 
well, studies show that better patient- 
provider trust results in improved 
medication adherence.®® Research 
literature suggests that better patient- 
rovider relationships also increase 
ealth promotion and therapeutic 
effects.®' Moreover, one study found 
that adults who identified having a 
primary care provider, rather than a 
specialist, as their regular source of care 
had 33 percent lower annual adjusted 
health care expenditures and lower 
adjusted mortality 

Studies have also found that patients 
who have long-term relationships with 
their health care providers tend to 
experience better quality health care. 
Adults that have a usual provider and 
place are more likely to receive 


’*See Ftnijiaiig, Gary, cl al., “Providing Patients 
Web'based Data to Inform Physician Gboice: If You 
Build It. Will They Comet." fournal of General 
Internal Medicine 22.10 (2007). 

Balknshnan. Rajesh. and Chu-Weininger. Ming 
Ying L.. "Consumer Satisfaction with Primary Care 
Provider Choice and Associated Trust.” BMC Health 
Services Research 22.10 (2007). 

“Piette. )ohn. e/ of., ‘The Role of Patient- 
Physician Trust in Moilerating Medication 
Nonadherence Due to Cost Pressures.” Archives of 
Internal Medicine 185, August (200S) and Roberts, 
Kathleen J.. ‘T’hysician-Patient Relationships, 
Patient Satisfaction, and Antiretroviral Medication 
AdbOTence Among HlV-lnfocted Adults Attending a 
ftiblic Health Clinic." AIDS Patient Care and STDs 
16.1 ( 2002 ). 

*’ Ibid. See also DiMatleo, Robin M.. et al., 
"Physicians’ Characteristics Influence Patients' 
Adherence to Medical Treatment: Results From the 
Medical Outcomes Study.” Health Psychology 12.2 
(1993), and Bazemoie, Andrew, and Phillips, 
Robert. “I^maiy Care and Why it Matters for U.S. 
Health Reform.” Health Affiths 29.5 (2010). 

**2 Franks. P.. Mid K. Fiscella. “Primary Care 
Physicians and Specialists as Persona! Physicians. 
Health Care Expenditures and Mortality 
Experirnicc.” /ourna/ of Family Practice A7 (1998). 


preventive care and screening services 
than those who do not. For example, 
adults were 2.8 times more likely to 
receive a flu shot and women between 
the ages of 20-64 were 3.9 times more 
likely to receive a clinical breast exam 
if they had a usual provider and place 
of service.®^ 

Regular contact with primary care 
providers also can decrease emergency 
department visits and hospitalizations. 
One study found that adolescents with 
the same regular source of care were 
more likely to receive preventive care 
and lejjs likely to seek care in an 
emergency room.®^ Another study found 
that patients without a relationship with 
a regular physician were 60 percent 
more likely to go to the emergency 
department with a non-urgent 
condition.®® Patients that have a usual 
source of care tend to also have fewer 
hospital admissions.®® 

Costs and Transfers. Although 
difficult to estimate given the data 
limitations described above, the costs 
for this provision are likely to be 
minimal. As previously noted, when 
enrollees like their providers, they are 
more likely to maintain appointments 
and comply with treatment, both of 
which could induce demand for 
services, but these services could then 
in turn reduce costs associated with 
treating more advanced conditions. 
However, the number of affected entities 
from this provision is very small, 
leading to small additional costs. 

There will likely be negligible 
transfers due to this provision given no 
changes in coverage or cost-sharing. 

ii. Designation of Pediatrician as 
Primary Care Provider 

Summary. If a plan or issuer requires 
or provides for the designation of a 
participating primary care provider for a 
child by a participant, beneficiary, or 
enrollee, the plan or issuer must permit 
the designation of a physician 
(allopathic or osteopathic) who 
specializes in pediatrics as the child’s 
primary care provider if the provider 
participates in the network of the plan 
or issuer and is available to accept the 
child. The general terms of the plan or 
health insurance coverage regarding 
pediatric care otherwise are unaffected, 


“^Blfiwett, Lynn, et al.. “When a Usual Source of 
Care and Usual Provider Matter; Adult Prevention 
end Screening Services.” /our/iai of General Internal 
Medicine 23.9 (2008). 

Macinko, James, et al., “Contribution of 
Primary Care to Health Systems and Health." 
Milbarik Quarterly 53.3 (2005), 

Buistin. "Nonurgent Emei^ency Department 
Visits; The Effect of Having a Regular Doctor.” 

"'^Bazemore, “Primary Care and Why it Matters 
for U,.$. Health Reform.” 
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including any exclusions with respect to 
coverage of pediatric care, 

Estimated Number of Affected 
Entities. Due to lack of data on 
enrollment in managed care 
organizations by age, as well as lack of 
data on HMO and POS enrollees by type 
of market, and the inability to predict 
new plans that may enter those markets, 
the Departments are unable to predict 
the number enrollees and plans that 
would be affected by these provisions. 
As a reference, there are an estimated 
11.8 million individuals under age 19 
with ESI who are in an HMO plan.*^ 

Benefits. By expanding participating 
primary care provider options for 
children to include physicians who 
specialize in pediatrics, this provision 
could benefit individuals who are 
making decisions about care for their 
children. As discussed in the previous 
section, research indicates that when 
doctors and patients have a strong, 
trusting relationship, patients often have 
improved medication adherence, health 
promotion, and other beneficial health 
outcomes. Considering this research, 
this provision could lead to better, 
sustained patient-provider relationships 
and health outcomes. 

In addition, allowing enrollees to 
select a physician specializing in 
pediatrics as their children’s primary 
care provider could remove any referral- 
related delays for individuals in plans 
that require referrals to pediatricians 
and do not allow physicians 
specializing in pediatrics to servo as 
primary care providers.®® The American 
Academy of Pediatrics (AAP) strongly 
supports the idea that the choice of 
primary care clinicians for children 
should include pediatricians.®^ 
Relatodly, at least two States have laws 
providing children immediate access to 
pediatricians.^'^ 

Regular pediatric care, including care 
by physicians specializing in pediatrics, 
can improve child health outcomes and 
avert preventable health care costs, For 
example, one study of Medicaid 


U.S, Department of I.abor/EBSA talculalions 
using the March 2009 Current Population Survey 
Annual Sonia! and Economic .Supplement and the 
200S Medical Expenditure Panel .Survey. 

There is no data available to estimate the 
number of plans that fall into this category. 

See AAP Policy. “Guiding Principles for 
Managed C^are Arrangements for the Health Care of 
Newborns, Infants, Children, Adolescents, and 
Young .Adults.” available at http:// 
aappolicy.aappubhcations.org/cgi/reprint/ 
pediatrics:105/I/132.pdf. 

For example, Michigan and North Carolina 
mandate direct access to pediatrician,? as a part of 
patients’ rights requirements. See Kaiser Family 
Foundation, “Patients' Rights: Direct Access to 
Providers, 2008,” available at http:// 
www.stalebealihfacts.kff.org/ 
coniparetab!e.isp?ind=364&cat=‘7. 
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enrolled children found that when 
children were up to date for age on their 
schedule of well-child visits, they were 
loss likely to have an avoidable 
hospitalization at a later time.®^ 
Likewise, if providers are able to 
proactively identify and monitor obesity 
in child patients, they may reduce the 
incidence of adult health conditions 
that can be expensive to treat: various 
studies have documented links between 
childhood obesity and diabetes, 
hypertension, and adult obesity One 
recent study modeled that a one- 
percentage-point reduction in obesity 
among twelve-year-olds would save 
,$260.4 million in total medical 
expenditures.®® 

Giving enrollees in covered plans 
(that require the designation of a 
primary care provider) the ability to 
select a participating physician who 
specializes in pediatrics as the child's 
primary care provider benefits 
individuals who would not otherwise 
have been given these choices. Again, 
the extent of these benefits will depend 
on the number of enrollees with 
children that are covered by plans that 
do not allow the selection of a 
pediatrician as the primary care 
provider, which industry experts 
suggest would be small. 

Costs and Transfers. Although 
difficult to estimate given the data 
limitations described above, the costs 
for this provision are likely to be small. 
Giving enrollees a greater choice of 
primary care providers by allowing 
them to select participating physicians 
who specialize in pediatrics as their 
child’s primary care provider could lead 
to health care costs by increasing the 
take-up of primary care services, 
assuming they would not have utilized 
appropriate services as frequently if 
they had not been given this choice. 

Any transfers associated with these 
interim final regulations are expected to 
be minimal. To the extent that 
pediatricians acting as primary care 
providers would receive higher payment 
rates for services provided than would 
other primary care physicians, there 
may bo some transfer of wealth from 
policy holders of non grandfathered 
group plans to those enrollees that 
choose the former providers. However, 
the Departments do not believe that this 


Bye. “Effectiveness of Compliance with 
Pediatric FYeventativc Care Guidelines Among 
Medicaid Beneficiaries.” 

“Woricing Croup Report on Future Research 
Directions in Childhood (%esity Prevention and 
rreatment.” National Heart Luug and Blood 
Institute. National Institute of Health, U.S. 
Department of Health and Htunan Services (2007), 
available at http://www.nhlbi.1uh.gav/me9tings/ 
workshops/cbild-obesitv/index.htin. 


is likely given the similarity in income 
for primary care providers that care for 
children.®^ 

iii. Patient Access to Obstetrical and 
Gynecological Care 

Summary. The statute and these 
interim final regulations also provide 
rules for a group health plan, or a health 
insurance issuer offering group or 
individual health insurance coverage, 
that provides coverage for obstetrical or 
gynecological care and requires the 
designation of an in-network primary 
care provider. Specifically, the plan or 
issuer may not require authorization or 
referral by the plan, issuer, or any 
person (including a primary care 
provider) for a female participant, 
beneficiary, or enrollee who seeks 
obstetrical or gynecological care 
provided by an in-network health care 
professional who specializes in 
obstetrics or gynecology, These plans 
and issuers must also treat the provision 
of obstetrical and gynecological care, 
and the ordering of related obstetrical 
and gynecological items and services, by 
the professional who specializes in 
obstetrics or gynecology as the 
authorization of the primary care 
provider. For this purpose, a health care 
professional specializing in obstetrics or 
gynecology is any individual who is 
authorized under applicable State law to 
provide obstetrical or gynecological 
care, and is not limited to a physician. 

Estimated Number of Affected 
Entities. Requiring referrals or 
authorizations to health care 
professional who specializes in 
obstetrics or gynecology (OB/GYNs) is 
typically required by health 
maintenance organizations (HMOs) and 
Point of Service plans (POS). As a 
reference, according to the 2004 Kaiser 
Women's Health Survey, 46 percent of 
women reported seeing an OB/GYN in 
the past year and 47 percent of women 
of reproductive age counted OB/GYNs 
among their routine health care 
providers.®® In 2006, there were 69.4 
million visits to an OB/GYN according 
to the National Ambulatory Medical 
Care Survey conducted by the Centers 
for Disease Control and Prevention.®® 
Although more recent data is not 
available, a 1999 survey showed that 60 
percent of all OB/GYNs in plans 


‘‘'http://www.nierritthawkins.eom/pdf/200d- 

mha-survey-primary'Care.pdf. 

®*See Saiganicoff. Alina, et oT. “Women and 
Heailh Care: A National Profile.” Kaiser Family 
Foundation (2005). 

See Cherry, Donald K., et ol.. “National 
Ambulatory Medical Care Survey: 200B Summary," 
National Health Statistics Reports (August 2008), 
Centers for Disease Control and Prevention, 
available at http://www.cdc.gov/nchs/data/nhsr/ 
nhsr003.pdf 
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requiring the designation of a primary 
care provider reported that their 
gynecologic patients were either limited 
or barred from seeing their OB/GYNs 
without first getting permission from 
another physician, and 28 percent 
reported that their pregnant patients 
needed permission before seeing an OB/ 
GYN.^^ Nearly 75 percent of surveyed 
OB/GYNs reported that their patients 
needed to return to their primary care 
physicians for permission before they 
could provide necessary follow-up care. 

Notify, beginning in 1994, due to 
both consumer demand and efforts to 
regulate managed care, many States 
passed direct access laws for OB/GYNs, 
allowing patients to seek care at an OB/ 
GYN office without a referral from a 
primary care physician. As of 2008, 36 
States plus the District of Columbia 
have laws that provide direct access to 
OB/GYNs. However, 14 States have not 
mandated direct access: Alaska, 

Arizona, Hawaii. Indiana, Iowa, 
Nebraska, New Jersey, New Mexico, 
North Dakota, Oklahoma, South Dakota, 
Tennessee, Vermont, and Wyoming.^" 
This provision gives females direct 
access to OB/GYNs in covered plans in 
these States, who may otherwise not 
have had this direct access. As well, 
because State law is preempted by 
ERISA, women in soif-insured plans did 
not previously receive this legal 
protection. In addition, these women 
will not need to get an authorization 
from their primary care provider for the 
care and ordering of obstetrical and 
gynecological items and services by 
their participating OB/GYN. 

These interim final regulations apply 
to non-grandfathered health plans. 
However, due to the lack of data on 
HMD and POS enrollees by type of 
market, and the inability to predict new 
plans that may enter those markets, the 
Departments are unable to predict the 
number enrollees and plans that would 
be affected by this provision. As a 
reference, there are an estimated 14.8 
million females between ages 21 to 65 
with ESI who are in HMO plans.®® 

Benefits. This provision gives women 
in covered plans easier access to their 
OB/GYNs, where they can receive 
preventive services such as pelvic and 
breast exams, without the added time, 
expense, and inconvenience of needing 


See American College of Obstetricians and 
Gynecologists/Princeton .Survey Rese^'ch 
Associates, 1999. 

Kaiser Family Fovmdation, “Mandates Direct 
Access to OB/GYNs?." available at http:// 
wwiv.stotehealtbfacts.kff.org/ 
compar8maptabie.jsp?ind==493&-cat=‘10&suh=JJ4. 

U.S. Department of Labor/BBSA calculations 
using the March 2009 Current Population Survey 
Annual Social and Economic Supplement and the 
2008 Medical Expenditure Panel Survey. 


permission first from their primary care 
providers. Moreover, this provision may 
also save time and reduce 
administrative burden since 
participating OB/GYNs do not need to 
get an authorization from a primary care 
provider to provide care and order 
obstetrical and gynecological items and 
services. To the extent that primary care 
providers spend less time s^ing women 
who need a referral to an OB/GYN, 
access to primary care providers will be 
improved. To the extent that the items 
and services are critical and would have 
been delayed while getting an 
aiithorization from the primary care 
provider, this provision could improve 
the treatment and health outcomes of 
female patients. 

Access to such care can have 
substantial benefits in women's lives. 
About 42,000 American women die 
each year from breast cancer, and it is 
estimated that about 4,000 additional 
lives would be saved each year just by 
increasing the percentage of women 
who receive recommended breast cancer 
screenings to 90 percent.*®® As well, 
regular screening with pap smears is the 
major reason for the SO-ycar decline in 
cervical cancer mortality.*®* 

To the extent that direct access to OB/ 
GYN services results in increased 
utilization of recommended and 
appropriate care, this provision may 
result in benefits associated with 
improved health status for the women 
affected. Potential cost savings also exist 
since women in affected plans will not 
need to visit their primary care provider 
in order to get a referral for routine 
obstetrical and gynecological care, 
items, and services, thereby reducing 
unnecessary time and administrative 
burden, and decreasing the number of 
office visits paid by her and by her 
health plan. 

Costs and Transfers. One potential 
area of additional costs associated with 
this provision would be induced 
demand, as women who. no longer need 
a referral to see an OB/GYN may be 
more likely to receive preventive 
screenings and other care. Data is 
limited to provide an estimate of this 
induced demand, but the Departments 
believe it to be small. 

To the extent these interim final 
regulations result in a shift in services 
to higher cost providers, it would result 
in a transfer of wealth from enrollees in 
non grandfathered group plans to those 
individuals using the services affected. 


See Naliona! Cominission on Prevention 
Priorities. “Preventive Care: A National Profile on 
Use, Disparities, and Health Benefits." Partnership 
for Prevention, Au^st 2007. 

.See “Rreventive Care: A National Profile on 
Use. Disparities, and Health Benefits” at 26. 


However, such an effect is expected to 
be small. 

b. Coverage ofEmergency Services 

i. Summary 

PHS Act section 2719A and these 
interim final regulations provide that a 
group health plan and a health 
insurance issuer covering emergency 
services must do so without the 
individual or the health care provider 
having to obtain prior authorization 
(even if the emergency services are 
provided out of network}. For a plan or 
health insurance coverage with a 
network of providers that provide 
benefits for emergency services, the plan 
or issuer may not impose any 
administrative requirement or limitation 
on benefits for out-of-network 
emergency services that is more 
restrictive than the requirements or 
limitations that apply to in-network 
emergency services. 

Finally, these interim final regulations 
provide that cost-sharing requirements 
expressed as a copayment amount or 
coinsurance rate imposed for out-of- 
network emergency services cannot 
exceed the cost-sharing requirements 
that would be imposed if the services 
were provided in-network. These 
interim final regulations also provide 
that a plan or health insurance issuer 
pay for out-of-network emergency 
services (prior to imposing in-network 
cost-sharing), the greatest of: (1) The 
median in-network rate; (2) the usual 
customary and reasonable rate (or 
similar rate determined using the plans 
or issuer's general formula for 
determining payments for out-of- 
network services): or (3) the Medicare 
rate. 

In applying the rules relating to 
emergency services, the statute and 
these interim final regulations define 
the terms emergency medical condition, 
emergency services, and stabilize, These 
terms are defined generally in 
accordance with their meaning under 
Emergency Medical Treatment and 
Labor Act (EMTALA), section 1867 of 
the Social Security Act. There are, 
however, some variances from the 
EMTALA definitions. 

The statute and these interim final 
regulations relating to emergency 
services do not apply to grandfathered 
health plans; however, other Federal or 
State laws related to emergency services 
may apply regardless of grandfather 
status. 

ii. Estimated Number of Affected 
Entities 

Those interim final regulations will 
directly affect out-of-pocket 
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expenditures for individuals enrolled in 
non-grand fathered private health 
insurance plans (group or individual) 
whose copayment or coinsurance 
arrangements for emergency services 
differ between in network and out of 
network providers. These interim final 
regulations may also require some 
health plans to make higher payments to 
out of network providers than are made 
under their current contractual 
arrangements. There are no available 
data, however, that allow for national 
estimates of the number of plans (or 
number of enrollees in plans) that have 
different payment arrangements for out 
of network than in-network providers, 
or differences between in- and out-of- 
network copayment and coinsurance 
arrangements, in order to more precisely 
estimate the number of enrollees 
affected. 

The Departments conducted an 
informal survey of benefits plans for 
large insurers in order to assess the 
landscape with regard to copayment and 
coinsurance for emergency department 
services, but found that a variety of 
arrangements currently exist in the 
marketplace. Many of the large insurers 
maintained identical copayment and/or 
coinsurance arrangements between in 
and out of network providers. Others 
have differing arrangements based on 
copayments, coinsurance rates, or a 
combination of the two, While usefttl for 
examining the types of arrangement that 
exist in the market place, those data do 
not contain enrollment information and 
therefore cannot be used to make impact 
estimates. 

Although these data do not permit 
quantitative estimates of plans or 
persons affected, other data can be 
illustrative of overall magnitudes for 
emergency services, For a point of 
reference, in 2005, 115.3 million visits 
were made to hospital emergency 
departments. Of these, 39.9 percent 
wore made by individuals with private 
insurance. This represents 
approximately 46.0 million visits, at 
approximately 1.7 visits per insured 
person that utilized emergency 
department services, or 27.4 million 
people.’*’^ While data on rates of out-of- 
network emergency room encounters is 
sparse, the Blue Cross Blue Shield 
(BCBS) Association reports that 
nationally about 8 percent of Us 
emergency room visits are sought out-of- 
network.’”-^ Given the breadth of the 


Vifal and Health Statistics, Advanced Data No. 
386. June 24, 2007, 

’O' BCBS, however, reports its rates vary 
considerably by Stale, with It States having double 
digit rates ranging from 10 percent to a high of 41 
percent. Moreover, because BCBS has reciprocity 
between many Stale Blue Cross Blue Shield plans. 


Blue Cross networks, it is reasonable to 
assume that 8 percent to 16 percent of 
emergency room visits are out-of- 
network each year, since a plan with a 
smaller provider network will be more 
likely to have out-of-network: use by 
enrollees. If each individual was equally 
likely to utilize out of network services, 
a maximum of 2.1 to 4.2 million 
individuals would be potentially 
affected by differing out-of-pocket 
requirements. Based on the informal 
survey, some proportion, possibly a 
large portion, of these individuals are 
covered by plans that have identical in 
and out-of-nelwork requirements. 
Therefore, the number of individuals 
affected by this regulatory provision 
would be smaller. 

iii. Benefits 

Insurers maintain differing copayment 
and coinsurance arrangements between 
in- and out-of-network providers as a 
cost containment mechanism. 
Implementing reduced cost sharing for 
the use of in-network providers 
provides financial incentive for 
enrollee.s to use these providers, with 
whom plans often have lower-cost 
contractual arrangements. In emergency 
situations, however, the choice of an in- 
network provider may not be 
available — for example, when a patient 
is some distance from his or her local 
provider networks or when an 
ambulance transports a patient to the 
nearest hospital which may not have 
contractual arrangements with the 
person’s insurer. In these situations, the 
differing copayment or coinsurance 
arrangements could place a substantial 
financial burden on the patient. These 
interim final regulations eliminate this 
disparity in out-of-pocket burden for 
enrollees, leading to potentially 
substantial financial benefit. 

These interim final regulations also 
provide for potentially higher payments 
to out-of-network providers, If usual 
customary rates or Medicare rates are 
higher than median in-network rales. 
This could have a direct economic 
benefit to providers and patients, as the 
remaining differential between provider 
charge and plan payment will be 
smaller, leading to a smaller balance-bill 
for patients. 

To the extent that expectations about 
such financial burden with out-of- 
network emergency department usage 
would cause individuals to delay or 
avoid seeking necessary medical 
treatment when they cannot access a 


its 9<ati.^ic5 lor out of netwtvk emergency services 
utilization sbonld be considered a conservative 
estimate of (he proportion ofER services that 
insured individuals receive out-of-network. 


network provider, this provision may 
result in more timely use of necessary 
medical care. It may therefore result in 
health and economic benefits associated 
with improved health status; and fewer 
complications and hospitalizations due 
to delayed and possibly reduced 
mortality. The Departments expect that 
this effect would be small, however, 
because insured individuals are less 
likely to delay care in emergency 
situations. 

iv. Costs and Transfers 

The economic costs associated with 
the emergency department provisions 
are likely to be minimal. These costs 
would occur to the extent that any lower 
cost-sharing would induce new 
utilization of out of network emergency 
ser\dces. Given the nature of these 
services as emergency services, this 
effect is likely to be small for insured 
individuals. In addition, the demand for 
emergency services in truly emergency 
situations can result in health care cost 
savings and population health 
improvements due to the timely 
treatment of conditions that could 
otherwise rapidly worsen. 

The emergency services provisions 
are likely to result in some transfers 
from the general membership of non- 
grandfathered group policies that have 
differing copayment and coinsurance 
arrangements to those policy holders 
that use the out-of-network emergency 
services, The transfers could occur 
through two avenues. First, if there is 
reduced cost sharing for out-of-network 
emergency services, then plans must 
pay more when enrollees use those 
services. Out-of-pocket costs for the 
enrollees using out-of-notwork services 
will decrease, while plan costs will get 
spread across the insured market. 
Second, if the provision results in plans 
paying higher rates than they currently 
do for out-of-nelwork proviiJers, then 
those costs will get spread across the 
insured market while the individual 
onrollces using out-of-network care 
would potentially get a smaller balance 
bill, For all of the data issues described 
above, the precise amount of the transfer 
which would occur through an increase 
in premiums for these group plans is 
impossible to quantify with any 
precision, but it is likely to be less than 
one-tenth of one percent of premium, 
and only applies to non-grandfathered 
health plans. 

c. Application to Grandfathered Health 
Plans 

As discussed earlier in this preamble, 
the statute and these interim final 
regulations relating to certain patient 
protections do not apply to 
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grandfathered health plans. However, 
other Federal or State laws related to 
these patient protections may apply 
regardless of grandfather status, 
d. Patient Protection Disclosure 
Requirement 

When applicable, it is important that 
individuals enrolled in a plan or health 
insurance coverage know of their rights 
to (1) choose a primary care provider or 
a pediatrician when a plan or is.suer 
requires participants or subscribers to 
designate a primary care physician: or 
(2) obtain obstetrical or gynecological 
care without prior authorization. 
Accordingly, these interim final 
regulations require such plans and 
issuers to provide a notice to 
participants (in the individual market, 
primary subscribers) of these rights 
when applicable. Model language is 
provided in these interim final 
regulations. The notice must be 
provided whenever the plan or issuer 
provides a participant with a summary 
plan description or other similar 
description of benefits under the plan or 
health insurance coverage, or in the 
individual market, provides a primary 
subscriber with a policy, certificate, or 
contract of health insurance. 

The Departments estimate that the 
cost to plans and insurance issuers to 
prepare and distribute the disclosure is 
$6.1 million in 2011. For a discussion 
of the Patient Protection Disclosure 
Requirement, see the Paperwork 
Reduction Act section later in this 
preamble. 

6, Combined Effects of the Insurance 
Market Reforms 
a, Summary 

The Affordable Care Act includes a 
number of provisions that are effective 
for plan yeeirs (or in the case of 
individual health insurance coverage, 
for policy years) beginning on or after 
September 23. 2010. These interim final 
regulations include four of those 
provisions whose purpose is to improve 
consumer protections. Two additional 
provisions — the extension of dependent 
coverage to adult children and the rules 
defining a grandfathered health plan — 
were the subject of previously published 
interim final regulations. The 
implementation of other provisions — 
including those relating to coverage of 
preventive services (PHS Act section 
2713) and appeals (PHS Act section 
2719] — will be addressed in future 
regulations. 

This set of regulations is distinct from 
the others in that its primary 
beneficiaries are people who generally 
already have some type of illness, injury 


or disability. The provision prohibiting 
preexisting condition exclusions for 
children could help 31,000 to 72,000 
xininsured children gain insurance, and 
up to 90,000 children who have 
insurance with benefit carve-outs or 
preexisting condition exclusion periods. 
The policy on restricted annual limits 
could help up to 2,700 to 3,500 people 
who hit these limits each year: the 
prohibition on lifetime limite could help 
18,650 to 20,400 each year who would 
be expected to have costs that exceed a 
limit. Based on an NAIC survey, the 
Departments estimate there are 
approximately 10,700 rescissions of 
policies in the individual market each 
year, and these interim final regulations 
are expected to reduce this number 
substantially.*®^ And one of the patient 
protections, access to emergency care 
from out-of-network providers, could 
limit the out-of-pocket spending for up 
to 2.1 to 4.2 million individuals with 
some acute health care need. While the 
estimates on the number of people 
affected by these policies may be 
relatively small, a much larger number 
of Americans are at risk of hitting one 
of these barriers to insurance coverage 
and will gain indirect benefits of the 
legislation. This section describes the 
potential combined benefits, costs, and 
transfers of these provisions, 
b. Benefits 

These interim final regulations could 
generate significant economic and social 
welfare benefits to consumers. This 
would take the form of reductions in 
mortality and morbidity, a reduction in 
medical expenditure risk, an increase in 
worker productivity, and a decrease the 
cross-subsidy in premiums to offset 
uncompensated care, sometimes 
referred to as the “hidden tax.” Each of 
these effects is described below. It 
should be noted that the benefits 
described are substantially greater in 
each of these areas once all the 
protections of the full Affordable Care 
Act are effective. 

A first type of benefit is reductions in 
mortality and morbidity. While the 
empirical literature leaves many 
questions unresolved, a growing body of 
evidence convincingly demonstrates 
that health can be improved by 
spending more on at-risk individuals 
and by expanding health insurance 
coverage. For example, Almond et 


NAIC Rescission Data Call. D«;ember 17, 

2009, p.l. 

Almond, Douglas. Joseph J. Doyle, {r., Amanda 
£. Kowalski, and Heidi Williams. ‘T^imating 
Marginal Returns to Medical Care: Evidence iirom 
Al-Risk Newborns.” Hie Quarterly founial of 
Economics. May 2010, 125(2): 591-634. hUpJ/ 
www.mitedu/~jidoyIe/vlbiv.pdf. 


find that newborns classified just below 
a medical threshold for “very low 
birthweight” have lower mortality rates 
than newborns classified as just above 
the threshold, despite an association 
between low birth weight and higher 
mortality in general, because they tend 
to receive additional medical care. In a 
study of severe automobile accidents, 
Doyle*®'^ found that uninsured 
individuals receive less care and have a 
substantially higher mortality rate. 
C]urrie and Gruber*®^ found that 
increased eligibility for Medicaid 
coverage expanded utilization of care 
for otherwise uninsured children, 
leading to a sizeable and significant 
reduction in child mortality. A study of 
Medicare by Card et al.*®** found that 
individuals just old enough to qualify 
for coverage have lower mortality 
rates — despite similar illness severity— 
than do those just too young for 
eligibility. Finally, a report by the 
Institute of Medicine (lOM) found 
mortality risks for uninsured 
individuals that were 25 percent higher 
than those of observably similar insured 
individuals. In addition to the prospect 
that expanded insurance coverage will 
result in reductions in mortality, it will 
almost certainly substantially reduce 
morbidity, as demonstrated in extensive 
reviews of the literature by Hadley and 
the lOM.”® 

These interim final regulations will 
expand access to currently uninsured 
individuals. These newly insured 
populations will likely achieve both 
mortality and meaningful morbidity 
reductions from the regulations, 
especially those populations who face 
rescissions, restricted annual or lifetime 
limits, or preexisting conditions 
exclusions, since they arc on average in 
worse health and thus likely to benefit 
even more from insurance coverage than 
uninsured individuals in general, 


It* Doyle, Joseph J. “Health Insunince, Treatment 
and Outcomes: Using Auto Accidents as Health 
Shocks.” The Review of Economics and Statistics, 
May 2005. 87(2);256-270. http:// 
wmv.mitpressiourna!s.org/dai/abs/10.1162/ 
00346S30S397034a. 

lur Currie. Janet and ). Gruber. “Health Insurance 
Eligibility, Utilization of Medical Care, and Child 
Health.” The Quarterly foumaJ of Economics. May 
1996. ni{2);431-466, http://ivww.jstor.org/stabh/ 
2946684?cookieSet-l. 

108 Card, David. C. Dobkin, and N. Maesfas. “Does 
Medicare Save Lives?” The Quarterly Journal of 
Economics, May 2009. 124(2):597-S36, http:// 
www.milpressjournais.org/doi/abs/10.tl62/ 
qjfic.2009.i24.2.597. 
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Too Little, Too Late. Washington, DC: National 
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siippl. 3S-75S (2003). 
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Because considerable uncertainty 
surrounds any specific estimate of the 
effect of expanded coverage on mortality 
and morbidity, this benefit is not 
quantified in this analysis.ii’ However, 
the Departments conclude that 
reductions in mortality and morbidity 
are likely to be a significant benefit of 
these interim final regulations and will 
become substantially greater in 2014 
and subsequent years, when millions of 
additional individuals will obtain 
health insurance coverage. 

A second type of benefit from the 
cumulative effects of these interim final 
regulations is a reduction in medical 
risk, A central goal of health insurance 
is to protect individuals against 
catastrophic financial hardship that 
would come with a debilitating medical 
condition. By pooling expenses across 
healthy and sick individuals, insurance 
can substantially improve the economic 
well-being of the sick while imposing 
modest costs on the healthy, This 
insurance is valuable, and economic 
theory suggests that the gains to the sick 
from a properly implemented insurance 
system far exceed the costs to healthy 
individuals. A recent paper shows that 
the benefits from this reduction in 
exposure to financial risks would be 
sufficient to cover almost two-fifths of 
insurance costs. Previous research 
also suggests that protecting patients 
who have very hign medical costs or 
low financial assets is likely to have 
even larger benefits. Indeed, research 
indicates that approximately half of the 
more than 500,000 personal 
bankruptcies in the U.S. in 2007 were to 
some extent contributed to by very high 
medical expenses.^^^ Exclusions from 
health insurance coverage based on 
preexisting conditions expose the 
uninsured to the aforementioned 
financial risks. Rescissions of coverage 
and binding annual or lifetime limits on 
benefits increase the chance that 
medical expenditures will go 
uncompensated, exposing individuals to 
the financial risks associated with 
illness. Regulations that prevent these 
practices thus reduce the uncertainty 
and hardship associated with these 
financial risks. Moreover, because they 
secure coverage for individuals with 
high probabilities of incurring extensive 
medical expenses, regulations that 


”'Kronick, Richard. “Health insurance coverage 
and mortality revisited.” Health Services Research. 
April 2009. 4<{(4):121i-1231. http:// 
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guard against rescissions and prevent 
insurance exclusion based on 
preexisting conditions for children are 
likely to have especially large economic 
benefits in terms of reducing financia! 
risk. These interim final regulations will 
help insurance more effectively protect 
patients from the financial hardship of 
illness, including bankruptcy and 
reduced funds for non-medical 
purposes. 

A third type of benefit from these 
interim final regulations is improved 
workplace productivity. These interim 
final regulations will benefit employers 
and workers by increasing workplace 
productivity and reducing absenteeism, 
low productivity at work due to 
preventable illness, and “job-lock.” A 
June 2009 report by the Ckmncil of 
Economic Advisers found that increased 
access to health insurance coverage 
improves labor market outcomes by 
improving worker health.**^ The health 
benefits of eliminating coverage 
rescissions and lifetime coverage limits, 
restricting annual limits, and expanding 
access to primary care providers and 
OB/GYNs will help to reduce disability, 
low productivity at work due to 
preventable illness, and absenteeism in 
the work place, thereby increasing 
workplace productivity and labor 
supply. Economic theory suggests that 
these benefits would likely be shared by 
workers, employers, and consumers. In 
addition, these interim final regulations 
will increase labor market efficiency by 
reducing “job lock,” or the reluctance to 
switch jobs or engage in 
entrepreneurship because such 
activities would result in the loss of 
health insurance or limitations on 
coverage. For example, without the 
regulations, a parent with generous 
coverage for a child with a medical 
condition might fear moving to a 
different employer or launching his or 
her own business given the concern that 
the new plan could exclude coverage for 
the child on the basis of the preexisting 
condition. These reforms will increase 
not only productivity and innovation 
through entrepreneurship, but also 
worker wages since job lock prevents 
workers from pursuing jobs with 
potentially higher salaries.”^ xhe 
Council ofEconoraic Advisers’ June 
2009 report estimates that for workers 
between the ages of 25 and 54, the short- 
term gain from eliminating job lock 
would be an increase in wages of 0.3 
percent. 


’'^Council of Economic Advisers. “The Economic 
Case for Health Reform.” {2009). 

Gruber. J. and B. Madrian. “Health Insurance. 
I.abor Supply, and fob Mobility: A Critical Review 
of the Literature." (2001], 


Fourth, the Affordable Care Act’s 
provisions will reduce the transfers in 
the health care system due to cost 
shifting of uncompensated care that lead 
to higher premiums for private 
insurance. The insurance market 
regulations will help expand the 
number of individuals who are insured 
and reduce the likelihood that 
individuals who have insurance do not 
bankrupt themselves by paying medical 
bills. Both effects will help reduce the 
amount of uncompensated care that 
imposes a “hidden tax” on consumers of 
health care since the costs of this care 
are shifted to those who are able to pay 
for services in the form of higher prices. 

The Departments provide here an 
order of magnitude for the 
compensatory reduction in cost-shifting 
of uncompensated care that is 
associated with the expansion of 
coverage of these interim final 
regulations. Three assumptions were 
made. First, the uninsured populations 
affected by these interim final 
regulations tend to have worse health, 
greater needs for health care, higher 
health care spending, and less ability to 
reduce utilization when they are 
uninsured, These interim final 
regulations are therefore unlikely to 
induce as much demand for health care 
as would be assumed for the uninsured 
population in general when coverage 
expands. As such, the Departments 
assume that extending insurance 
coverage to this group is unlikely to 
significantly increase the overall costs of 
the U.S. health care system. The 
Departments therefore assume that the 
vast majority of the premium increases 
estimated in this regulatory impact 
analysis result from transfers from out- 
of-pocket or uncompensated care costs 
to covered costs, although we 
emphasize that there is considerable 
uncertainty surrounding this estimate. 

Second, on the basis of the economics 
literature on the subject, ““ the 
Departments estimate that two-thirds of 
the previously uncovered costs would 
have been uncompensated care (with 
the remaining one-third paid for out-of- 
pocket), of which 75 percent would 
have been paid for by public sources, 
and 25 percent would have been paid 
for by private sources. If reductions in 
privately-financed uncompensated care 
are passed on in the form of lower 
prices charged by hospitals, and result 
in lower insurance premiums charged to 
consumers, then the Departments 
estimate that increased insurance 


Hadley, fack, J. Holalian. T. Coughlin, andD, 
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coverage for the vulnerable populations 
affected by these interim final 
regulations could result in reductions in 
insurance premiums of up to Si billion 
in 2013.^’^ There would also be 
corresponding decreases in public 
expenditure as uncompensated care is 
reduced. 

c. Costs and Transfers 

Premiums reflect both effects on 
health system costs as well as transfers 
in the payment of costs from one payer 
or group of individuals to another. For 
example, as consumer protections 
expand coverage and/or reduce cost- 
sharing, the costs for services that 
people previously paid for out of 
pocket — often creating substantial 
burdens as described above — will be 
distributed over a wider insured 
population. On the other hand , the cost- 
shifting that previously occurred onto 
the insured population when people 
could no longer pay for their out-of- 
pocket care will be reduced. Expansion 
of coverage will also generate induced 
demand for services, with 
corresponding benefits to health and 
productivity. These costs and transfers 
together will generate a change in 
premiums. As discussed previously, the 
populations affected by these interim 
final regulations tend to be in poorer 
health than the general uninsured 
population, leading to less induced 
demand when coverage expands. 

The Departments estimate that the 
premium effect of prohibiting 
preexisting condition exclusions for 
children would be on average one 
percent or less in the individual market 
and negligible in the group market. The 
provisions relating to annual and 
lifetime limits would have 
approximately one-half of one percent 
impact on premiums in the group 
market and less than a one percent 
impact on premiums in the individual 
market. While the prohibition on 
lifetime limits applies to individual 


>17 Thu Dupartmunts coma to this estimate using 
the following methods. Firel, they estimated the 
proportion of the population in group and 
individual markets using ihe Medical Expenditure 
Panel -Survey (2008). Next, information from 75 FR 
34538 (June 17, 2010] was used to estimate the 
proportion of employer and individual plans that 
mainlain or lose grandfather status by 2013, 
Projections of national health expenditures from the 
National Health Expenditure Accounts to 201 3 were 
distributed among these groups, and premium 
impacts as discussed in this regulatory impact 
analysis were applied. Potential premium 
reductions secondary to reductions in the cost- 
shifting of uncompensated care were then 
calculated using the information from the economic 
litBrature as presented in this discussion. The 
Departments note lliat to the extent that not all of 
the reductions in uncompensated care costs are 
passed onto insured populations, these estimates 
may be an overestimate. 


plans that are grandfathered, the 
restricted annual limit policy and 
preexisting condition exclusion policy 
for children do not, limiting the 
premium effect for the ^andfathered 
market. Although precise estimates of 
the effects of restricting rescissions and 
expanding patient protections are even 
more difficult to make than for 
preexisting condition exclusions or 
annual and lifetime limits, the 
Departments’ analysis suggest that the 
effects of restricting rescissions will be 
no more than a few tenths of one 
percent of premium, and that patient 
protections will increase premiums by 
less than one tenth of one percent. 

The Departments emphasize that 
these individual premium effects cannot 
be simply added to get a combined 
impact on premiums for several reasons. 
The first relates to their simultaneous 
implementation. Quantifying the precise 
and unique premium impact of policies 
that take effect at the same time is 
difficult. Health insurers will consider 
the totality of the provisions in making 
decisions about coverage modifications, 
so that disentangling the effects of each 
provision is impossible. This is 
especially so given the complex 
interactions among the policies. For 
example, prohibiting rescissions and 
lifetime limits could mean that someone 
who would have had a policy rescinded 
now maintains coverage, and also 
maintains coverage beyond a previous 
lifetime limit. Under the current 
guaranteed renewability protections in 
the individual market, if a child with a 
preexisting condition is now able to 
obtain coverage on a parental plan, he 
or she can potentially stay on that plan 
until age 26. 

This difficulty is compounded by the 
flexibility afforded in the grandfather 
rule. Plans and issuers will con-sidcr the 
cumulative impact of these provisions 
when making decisions about whether 
or not to make other changes to their 
coverage that could affect their 
grandfather status. It can be expected 
that the plans that are most affected by 
these provisions in terms of potential 
premium impact will likely be the most 
aggressive in taking steps to maintain 
grandfather status, although, as 
described in that regulatory impact 
analysis, other factors affect plans' 
decisions as well. It is unlikely that 
plans will make this calculation 
multiple times for the multiple 
provisions that will take effect at the 
same time. 

Lastly, estimating these effects 
cumulatively compounds the errors of 
highly uncertain estimates. As 
discussed, plan and enrollee behaviors 
may change in response to the 


incentives created by these interim final 
regulations. Data are also limited in 
many areas, including: The prevalence 
of annual limits in insurance markets; 
characteristics of high-cost enrollees; 
prevalence and characteristics of 
rescissions; and take-up rates under 
different insurance scenarios. As 
discussed above, the estimates 
presented here, by necessity, utilize 
“average” experiences and “average” 
plans. Variability around the average 
increases substantially when multiple 
provisions are considered, since the 
number of provisions that affect each 
plan will differ (for example, a plan may 
already offer coverage without 
preexisting condition exclusions and 
bar rescissions, meaning they will not 
be affected by those provisions, but may 
have a lifetime limit of $1 million, 
meaning they will be affected by that 
provision). Different plans also have 
different characteristics of enrollees, for 
example in terms of age or health status, 
meaning that provisions such as 
eliminating lifetime limits could affect 
them differently. It is especially 
important to note the variation in 
insurance market reforms across States. 
Only a few States have community 
rating, where costs get distributed across 
the entire insured pool. Fractions of the 
cost will get distributed across the pool 
and to individual enrollees in other 
States depending on the degree of rating 
restrictions, if any exist. Uncertainty 
compounds as ranges and errors and 
assumptions are summed across 
provisions. 

D. Regulatory Flexibility Act — 
Department of Labor and Department of 
Health and Human Services 

The Regulatory Flexibility Act (5 
U.S.C. 601 et seq.) (RFA) imposes 
certain requirements with respect to 
Federal rules that are subject to the 
notice and comment requirements of 
section 553(b) of the APA (5 U.S.C. 551 
et seq.) and that are likely to have a 
significant economic impact on a 
substantial number of small entities. 
Section 9833 of the Code, section 734 of 
ERISA, and section 2792 of the PHS Act 
authorize the Secretaries to promulgate 
any interim final rules that they 
determine are appropriate to carry out 
the provisions of chapter 100 of the 
Code, part 7 of subtitle B or title I of 
ERISA, and part A of title XXVII of the 
PHS Act, which include PHS Act 
sections 2701 through 2728 and the 
incorporation of those sections into 
ERISA section 715 and Code section 
9815. 

Moreover, under Section 553(b) of the 
APA, a general notice of proposed 
rulemaking is not required when an 
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agency, for good cause, finds that notice 
and public comment thereon are 
impracticable, unnecessary, or contrary 
to the public interest. These interim 
final regulations are exempt from APA, 
because the Departments made a good 
cause finding that a general notice of 
proposed rulemaking is not necessary 
earlier in this preamble. Therefore, the 
RFA does not apply and the 
Departments are not required to either 
certify that the rule would not have a 
significant economic impact on a 
substantial number of small entities or 
conduct a regulatory flexibility analysis. 

Nevertheless, the Departments 
carefully considered the likely impact of 
the rule on small entities in connection 
with their assessment under Executive 
Order 12866. Consistent with the policy 
of the RFA. the Departments encourage 
the public to submit comments that 
suggest alternative rules that accomplish 
the stated purpose of the Affordable 
Care Act and minimize the impact on 
small entities. 

E. Special Analyses — Department of the 
Treasury 

Notwithstanding the determinations 
of the Department of Labor and 
Department of Health and Human 
Services, for purposes of the Department 
of the Treasury, it has been determined 
that this Treasury decision is not a 
significant regulatory action for 
purposes of Executive Order 12866. 
Therefore, a regulatory assessment Us not 
required. It has also been determined 
that section 553(b) of the APA (5 U.S.C. 
chapter 5} does not apply to these 
interim final regulations. For the 
applicability of the RFA, refer to the 
Special Analyses section in the 
preamble to the cross-referencing notice 
of proposed rulemaking published 
elsewhere in this issue of the Federal 
Register. Pursuant to section 7805(0 of 
the Code, these temporary regulations 
have been submitted to the Chief 
Counsel for Advocacy of the Small 
Business Administration for comment 
on their impact on small businesses. 

F. Paperwork Reduction Act 

1. Department of Labor and Department 
of the Treasury 

As further discussed below, these 
interim final regulations contain 
enrollment opportunity, rescission 
notice, and patient protection disclosure 
requirements that arc information 
collection requests (ICRs) subject to the 
Paperwork Reduction Act of 1995 (PRA) 
(44 U.S.C. 3506(c)(2)(A)). Each of these 
requirements is discussed in detail 
below. 
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Currently, the Departments are 
soliciting 60 days of public comments 
concerning these di^ilosures. The 
Departments have submitted a copy of 
those interim final regulations to OMB 
in accordance with 44 U.S.C. 3507(d) for 
review of the information collections. 
The Departments and OMB are 
particularly interested in comments 
that; 

• Evaluate whether the collection of 
information is necessary for the proper 
performance of the hmetions of the 
agency, including whether the 
information will have practical utility; 

• Evaluate the accuracy of the 
agency’s estimate of the burden of the 
collection of information, including the 
validity of the methodology and 
assumptions used; 

• Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

• Minimize the burden of the 
collection of information on those who 
are to respond, including through the 
use of appropriate automated, 
electronic, mechanical, or other 
technological collection techniques or 
other forms of information technology, 
for example, by permitting electronic 
submission of responses. 

Comments should be sent to the 
Office of Information and Regulatory 
Affairs, Attention: Desk Officer for the 
Employee Benefits Security 
Administration cither by fax to (202) 
395-7285 or by e-mail to 
oira_submission@omb.eop.gov. A copy 
of the ICR may be obtained by 
contacting the PRA addressee: G. 
Christopher Cosby. Office of Policy and 
Research, U.S. Department of Labor, 
Employee Benefits Security 
Administration, 200 Constitution 
Avenue, NW., Room N-5718, 
Washington. DC 20210. Telephone: 

(202) 693-8410; Fax: (202) 219-4745. 
These are not toll-free numbers. E-mail: 
ebsa.opr@dol.gov. ICRs submitted to 
OMB also arc available at reginfo.guv 
[http://www.reginfo.gov/public/do/ 
PRAMain). 

a. ICR Regarding Affordable Care Act 
Enrollment Opportunity Notice Relating 
to Lifetime Limits 

As discussed earlier in this preamble 
these interim final regulations require a 
plan or issuer to provide an individual 
whose coverage ended due to reaching 
a lifetime limit on the dollar value of all 
benefits with an opportunity to enroll 
(including notice of an opportunity to 
enroll) that continues for at least 30 
days, regardless of whether the plan or 
coverage offers tin open enrollment 
period and r^ardloss of when any open 
enrollment period might otherwise 
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occur. This enrollment opportunity 
must be presented not later than the first 
day of the first plan year (or, in the 
individual market, policy year) 
beginning on or after September 23, 

2010 (which is the applicability date of 
PHS Act section 2711). Coverage must 
begin not later than the first day of the 
first plan year (in the individual market, 
policy year) beginning on or after 
September 23, 2010.”8 The Affordable 
Care Act dependent coverage 
enrollment notice is an ICR subject to 
the PRA. 

The Departments estimate that 
approximately 29,000 individuals 
qualify for this enrollment right, which 
as discussed more fully below, should 
be considered an upward bound. The 
estimate is based on the following 
methodology. The Departments estimate 
that of the approximately 139.6 million 
individuals in ERISA-covered plans,^’” 
63 percent of such individuals are 
covered by plans with lifetime limits.^^o 

While limited data are available 
regarding lifetime limits, the 
Departments estimated that the average 
lifetime limit across all markets is about 
$4.7 million, ’21 which means that an 
individual would exceed a lifetime limit 
by incurring at least S4.7 million in 
medical expenses during one year or 
across many years. Although the 
Departments are unable to track 
spending across time to estimate the 
number of individuals that would reach 
the lifetime limit, the Departments 
estimate that about 0.033 percent of 
individuals incur more than St million 
in medical spending in a year.’^s If 


’’"The Interim final regulations require any 
individuai enrolling in group health plan coverage 
pursuant to this enrollment right must be treated as 
a special eniolloe, as provided under HIPAA 
portability rules. Accordingly, the individual must 
be offered all the beneHt packages available to 
similarly situated individuals who did not Jose 
coverage due to reaching a lifetime limit or 
cessation of dependent status. The individual also 
cannot be required to pay more for coverage than 
similarly situated individuals who did not lose 
coverage due to reaching a lifetime limit. 

^KThe Departments' estimate is based on the 
2009 March Current Population .Survey (CPS). 

laiiThe Departments’ estimate for large and small 
employer health plans is derived from The Kaiser 
Family Foundation and Health Research & 
Educational Trust. Employer Health Benefits: 2009 
Annual Survey (Sept, 2009), at http://ehbs.kff.ors/ 
pdf/2009/7936.pdf. Exhibit 13.12, 

11' The Departments’ estimate is bused on 
America’s Health In.surance Plans, Individual 
Health Insurance 2009: A C'omprehe/i.sjve Survey of 
Premiums. Availability and Benefits, (Oct. 2009) at 
bttp://www.ahipresearx:h.org/pdfs/ 
2009IndividualMarketSurveyFinalBeport.pdf, Table 
17; and America’s Health Insurance Plans, 
Individual Health Insurance 2009: Small Group 
Health Insurance, Table 22. 

i®^The Departments' estimate is based on 
adjusted insurer claims and MEPS-HC 
expenditures. 
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these individuals incurred this amount 
every year, 29,000 individuals would 
incur expenses of at least the S4.7 
million limit by the fifth year. 

There are several reasons to suspect 
that these assumptions lead to an over- 
estimate. First, individuals would have 
to average SI million in medical 
expenses per year to exceed the $4.7 
million limit. Second, an individual’s 
lifetime limit is reset if he switches 
employers or, for employees who work 
for employers with multiple health 
insurance coverage options, switches to 
a different health insurance plan. 

The interim final regulations require 
plans or insurers to notify individuals 
whose coverage ended due to reaching 
a lifetime limit on the dollar value of all 
benefits that they are now eligible to 
reenroll in the plan or policy. The 
Departments assume that the notice for 
all plans and policies (including self- 
insured plans that are administered by 
insurers) will be prepared by the 
estimated 630 health insurers operating 
in the United States.’^a On average, the 
Departments expect that one-half hour 
of a legal professional's time, valued as 
$119, will be required to draft this 
notice, resulting in an hour burden of 
approximately 160 hours with an 
equivalent cost of $19,000. 

The Departments assume that insurers 
track information regarding individuals 
that have lost coverage due to reaching 
a lifetime limit (including contact 
information in their administrative 
records). Based on the foregoing, the 
Departments estimate that, on average, 
five minutes of a clerical staff member's 
time, valued at $26 per hour will be 
required to incorporate the specific 
information into the notice and mail the 
estimated 29,000 notices. This results in 
an estimated hour burden of 
approximately 2,400 hours with an 
equivalent cost of $63,000. Therefore, 
the total hour burden of this notice 
requirement is approximately 2,600 
hours with an equivalent cost of 
$82,000. 

The associated cost burden of the rule 
results from material and mailing costs 
that are required to distribute the 
estimated 29,000 notices. The 


iia While plans could prepare their own notice, 
the Departments assume that the notices will be 
prepared by service providers. The Departments 
have previously estimated lhat there are 630 health 
insurers (480 providing coverage in the group 
market, and 490 providing coverage in the 
individual market). These estimates are from NAIC 
2007 financial statement.s data and the California 
Department of Managed Healthcare (20091, at 
htip://wpso.dmhc.ca.gov/bpsearch/vie\va!l.aspx. 
Because the hour and cost burden is shared 
l)etween the Departments of Labor/Treasury and the 
Department of Health and Human Services, the 
burden to prepare the notices is cahmlaled using 
half the number of insurers (315). 


Departments estimate that the notice 
will be o.ne-page in length, material and 
print costs will be five cents per page, 
and postage will be 44 cents per notice 
resulting in a p^ notice cost of 49 cents. 
I'his leads to a total cost brirden of 
approximately $14,000 to distribute the 
notices. 

Type o/ Review.' New collection. 

Agencies: Employee Benefits Security 
Administration, Department of Labor; 
Internal Revenue Service, U.S. 
Department of the Treasury. 

Title: Notice of Special Enitillment 
Opportunity under the Patient 
Protection and Affordable Care Act 
Relating to Lifetime Limits. 

0MB Number: 1210-0143; 1 545- 
2179. 

Affected Public: Business or other for- 
profit; not-for-profit institutions. 

Total Respondents: 315. 

Total Responses: 29,000. 

Frequency of Response: One-time. 

Estimated Total Annual Burden 
Hours: 1 ,300 hours (Employee Benefits 
Security Administration); 1.300 hours 
(Internal Revenue Service). 

Estimated Total Annual Burden Cost: 
$7,000 (Employee Benefits Security 
Administration); $7,000 (Internal 
Revenue Service). 

b. ICR Regarding Affordable Care Act 
Notice Relating to Rescission 

As discussed earlier in this preamble, 
PHS Act Section 2712 and these interim 
final regulations provide rules regarding 
rescissions for group health plans and 
health insurance issuers that offer group 
or individual health insurance coverage. 
A plan or issuer must not rescind 
coverage under the plan, policy, 
certificate, or contract of insurance 
except in the case of fraud or intentional 
misrepresentation of a material fact. 
These interim final regulations provide 
that a group health plan or a health 
insurance issuer offering group health 
insurance coverage must provide at least 
30 calendar days advance notice to an 
individual before coverage may be 
rescinded. 

The Departments assume that 
rescissions are rare in the group market 
and that small group health plans are 
affected by rescissions. The 
Departments are not aware of a data 
source on the number of group plans 
whose policy is rescinded; therefore, the 
Departments assume that 100 group 
health plan policies are rescinded in a 
year. The Departments estimate that 
there is an average of 16 participants in 
small, insured plans.*24 Rased on these 


U.S. Department of Labor, EB.SA calculations 
using the March 2008 Coirent Population Siuvey 
Annual Social and &:ono[BiG Supplement and the 
2008 Medical Expenditure Panel Survey. 


numbers the Departments estimate that 
approximately 100 policies are 
rescinded during a year, which would 
result in 1,600 notices being sent to 
affected participants. The Departments 
estimate that 15 minutes of legal 
profession time at $119 per hour would 
be required by the insurers of the 100 
plans to prepare the notice and one 
minute per notice of clerical 
professional time at $26 per hour would 
be required to distribute the notice. This 
results in an hour burden of 
approximately 50 hours with an 
equivalent cost of approximately $3,700. 
The Departments estimate that the cost 
burden associated with distributing the 
notices will be approximately SSOO.'^s 

Those paperwork burden estimates 
are summarized as follows: 

Type of Review: New collection. 

Agencies: Employee Benefits Security 
Administration. Department of Labor; 
Internal Revenue Service, U.S. 
Department of the Treasury. 

Title: Required Notice of Rescission of 
Coverage under the Patient Protection 
and Affordable Care Act Disclosures. 

OMB Number: 1210-0141; 1545- 
2180. 

Affected Public: Business or other for- 
profit; not-for-profit institutions. 

Total Respondents: 100. 

Total Responses: 1,SQ0. 

Frequency of Response: Occasionally, 

Estimated Total Annual Burden 
Hours: 25 hours (Employee Benefits 
Security Administration); 25 hours 
(Internal Revenue Service). 

Estimated Total Annual Burden Cost: 
$400 (Employee Benefits Security 
Administration); $400 (Internal Revenue 
Service). 

c. ICR Regarding Affordable Care Act 
Patient Protection Disclosure 
Requirement 

As discussed earlier in this preamble, 
PHS Act section 2719A imposes, with 
respect to a group health plan, or group 
or individual health insurance coverage, 
a set of three requirements relating to 
the choice of health care professionals, 
When applicable, it is important that 
individuals enrolled in a plan or health 
insurance coverage know of their rights 
to (1) choose a primary care provider or 
a pediatrician when a plan or issuer 
requires participants or subscribers to 
designate a primary care physician; or 
(2) obtain obstetrical or gynecological 
care without prior authorization. 
Accordingly, these interim final 
regulations require such plans and 
issuers to provide a notice to 


This estimate is based on an average document 
size of one page, S.05 cents per page material and 
printing costs, and $.44 cent postage costs. 
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participants (in the individual market, 
primary subscriber) of these rights when 
applicable. Model language is provided 
in these interim final regulations. The 
notice must be provided whenever the 
plan or issuer provides a participant 
with a summary plan description or 
other similar description of benefits 
under the plan or health insurance 
coverage, or in the individual market, 
provides a primary subscriber with a 
policy, certificate, or contract of health 
insurance. The Affordable Care Act 
patient protection disclosure 
requirement is an ICR subject to the 
PRA, 

In order to satisfy these interim final 
regulations’ patient protection 
disclosure requirement, the 
Departments estimate that 339,000 
ERISA-covered plans will need to notify 
an estimated 8.0 million policy holders 
of their plans’ policy in regards to 
designating a primary care physician 
and for obstetrical or gynecological 
visits. The following estimates are 
based on the assumption that 22 percent 
of group health plans will not have 
grandfathered health plan status in 
2011. Because the interim final 
regulations provide model language for 
this purpose, the Departments estimate 
that five minutes of clerical time (with 
a labor rate of $26.14/hour) will bo 
required to incorporate the required 
language into the plan document and 
ten minutes of a human resource 
professional's time (with a labor rate of 
S89. 12/hour) will be required to review 
the modified language.^^? Therefore, the 
Departments estimate that plans will 
incur a one-time hour burden of 85,000 
hours with an equivalent cost of S5.8 
million to meet the disclosure 
retirement in the first year. 

The Departments assume that only 
printing and material costs are 
associated with the disclosure 
requirement, because the interim final 
regulations provide model language that 
can be incorporated into existing plan 


Departments’ estimate of the number of 
ERISA-covered health plans was obtained from the 
2008 Medical Expenditure Panel Survey's Insurance 
component. The estimate of the number of policy 
holders was obtained from the 2009 Current 
Population Survey. Information on HMO and POS 
plans and enrollment in such plans was obtained 
from the Kaiser/HRET Survey of Employer 
Sponsored Health Benefits. 2009, The methodology 
used to Bstimafe the percentage of plan.s that will 
not be grandfathered In 2011 is addressed in the 
Departments' Interim Final Rules for Group Healtli 
Plans and Health Insurance Coverage Relating to 
Status as a Grandfathered Health Plan under the 
Patient Ih'otection and Affordable Care Act that 
were issued on June 17. 2010 (7.‘i FR 34538}. 

i^^eBSA estimates of labor rates include wages, 
other benefits, and overhead based on the National 
Occupational EmployTnent Survey (May 2008, 
Bureau of Labor Statistics) and the Employment 
Cost Index June 2009, Bureau of I.abor Statistics), 


documents, such as an SPD. The 
Departments estimate that the notice 
will require one-half of a page, five 
cents per page printing and material 
cost will be incurred, and 38 percent of 
the notices will be delivered 
electronically. This results in a cost 
burden of $124,000 ($0.05 per 
page*l/2 pages per notice * 8.0 million 
notices*0.62). 

Plans that relinquish their grandfather 
status in subsequent years also will 
become subject to this notice 
requirement and incur a cost to prepare 
and distribute the notice in the year 
they relinquish their grandfather status. 
The Departments estimate a total hour 
burden of 62,000 hours in 2012 and 
50,000 in 2013 for plans relinquishing 
their grandfather status in 2012 or 2013. 
There also will be an estimated total 
cost burden of $90,000 in 2012 and 
$73,000 in 2013. 

The Departments note that persons 
are not required to respond to. and 
generally are not subject to any penalty 
for failing to comply with, an lO? unless 
the ICR has a valid OMB control 
number. 

These paperwork burden estimates 
arc summarized as follows: 

Type of Review: New Collection. 

Agencies: Employee Benefits Security 
Administration, Department of Labor; 
Internal Revenue Service, U.S. 
Department of Treasury. 

Title: Disclosure Requirement for 
Patient Protections under the Affordable 
Care Act. 

OMB Number 1210-0142; 1545- 
2181. 

Affected Public: Business or other for- 
profit; not-for-profit institutions. 

Total Respondents: 262,000 (three 
year average). 

Total Responses: 6,186,000 (three year 
average). 

Frequency of Response: One time. 
Estimated Total Annua/ Burden 

Hours; 33,000 (Employee Benefits 
Security Administration): 33,000 
(Internal Revenue Service). 

Estimated Total Annual Burden Cost: 
$48,000 (Employee Benefits Security 
Administration): $48,000 (Internal 
Revenue Service). 

2. Department of Health and Human 
Services 

As discussed above in the Department 
of Labor and Department of the Treasury 
PRA section, these interim final 
regulations contain an enrollment 
opportunity notice, rescissions notice, 
and patient protection disclosures 
requirement for issuers. These 
requirements are information collection 
requirements under the Paperwork 
Reduction Act. Each of these 
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requirements is discussed in detail 
below. 

a. ICR Regarding Affordable Care Act 
Enrollment Opportunity Notice 
Regarding Lifetime Limits 

PHS Act section 2711 and these 
interim final regulations require health 
insurance issuers offering individual 
health insurance coverage to provide an 
individual whose coverage ended due to 
reaching a lifetime limit on the dollar 
value of all benefits with an opportunity 
to enroll (including notice of an 
opportunity to enroll) that continues for 
at least 30 days, regardless of whether 
the plan or coverage offers an open 
enrollment period and regardless of 
when any open enrollment period might 
otherwise occur. This enrollment 
opportunity must be presented not later 
than the first day of the first plan year 
(or, in the individual market, policy 
year) beginning on or after September 
23, 2010 (which is the applicability date 
of PHS Act section 2711), Coverage 
must begin not later than the first day 
of the first plan year (or policy year in 
the individual markol) beginning on or 
after September 23. 2010 .J 28 
The Department estimates that 
approximately 13,182 individuals 
qualify for this enrollment right, which 
as discussed more fully below, should 
be considered an upward bound. The 
estimate is based on the following 
methodology. The Department estimates 
that of the approximately 16.5 million 
individuals covered by family 
policies in the individual market, 89 
percent of such individuals have a 
policy with a lifetime limit, The 
Department also estimates that out of 
the approximately 40.1 million 
individuals covered by public, non- 
Foderal employer group health plans 
sponsored by State and local 
governments,*'’' 63 percent of such 


‘“Tho interim final regulations require any 
individual enrolling in group health plan coverage 
pursuant to this enrollment right must be treated as 
a special enrollee. as provided under HIPAA 
portability rules. Accordingly, the individual must 
be oITered all the benefit packages available to 
similarly situated individuals who did not lose 
coverage due to reaching a lifetime limit or 
cessation of dependent status. The individual also 
cannot be required to pay more for coverage than 
similarly situated individuals who did not lose 
coverage due to reaching a lifetime limit. 

The Department's estimate is based on the 
2009 March Current Population .Survey (CPS). 

'^“The Department's estimate for individual 
health plans is derived from America’s Health 
Insurance Plans, Individual Health Insurance 2009: 
A Comprehensive Survey of Premiums. Availability 
and Benefits. (Oct, 2009) of http:// 
www.ahipresearch.org/pdfs/ 
2009lndividuaIMarketSurveyFinalBeport.pdf. Table 
10 and Table 17. 

The Department’s estimate is based on the 
2009 March Current Population Survey (CPS). 
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individuals are covered by plans with 
lifetime limits.^-^^ 

While limited data are available 
regarding lifetime limits, the 
Department estimated that the average 
lifetime limit across all markets is about 
$4.7 million, which means that an 
individual would exceed a lifetime limit 
by Incurring at least S4.7 million in 
medical expenses during one year or 
across many years. Although the 
Department is unable to track spending 
across time to estimate the number of 
individuals that would reach the 
lifetime limit, the Department estimates 
that about 0.033 percent of individuals 
incur more than SI million in medical 
spending in a year.^^'* If these 
individuals incurred this amount every 
year, 13,000 individuals would incur 
expenses of at least the $4.7 million 
limit by the fifth year. 

There are several reasons to suspect 
that these assumptions lead to an over- 
estimate. First, individuals who incur 
Si million of medical expenses in a year 
would need to sustain this level every 
year for five years to exceed the S4.7 
million limit. Second, an individual’s 
lifetime limit is reset if he switches 
employers or, for employees who work 
for employers with multiple health 
insurance coverage options, switches to 
a different health insurance plan. 

These interim final regulations 
require plans or insurers to notify 
individuals whose coverage ended due 
to reaching a lifetime limil on the dollar 
value of all benefits that they are now 
eligible to reenroll in the plan or policy. 
The Department assumes that the notice 
for all plans and policies (including self- 
insured plans that are administered by 
insurers) will be prepared by the 
estimated 630 health insurers operating 
in the United Slates.^'*® On average, the 


The Uopartmcnls' estimate for large and small 
employer health plans is derived horn The Kaiser 
Family Foundation and Health Research & 
Educational Trust, Employer Health Benefits: 2009 
/Ixtruo/ Survey (Sopt. 2009), at http://ehbs.kff.org/ 
pdf/2009/?936.pdf, Exhibit 13.12, 

i.^.«Xhe Department's estimate i.s based on 
America's Health Insurance Plans, Individual 
Health Insurance 2009: A Comprehensive Survey of 
Premiums. Availability and Benefits. (Oct. 2009] at 
ht1p://ivmv.ahipresearch.arg/pdfs/ 
2009lndmdualMarketSurveyFinaIRcport.pdf, Table 
17; and America’s Health Insurance Plans, 
Individual Health Insurance 2009: Small Group 
Health Insurance, Table 22, 

’ The Departments' estimate is based on 
adjusted insurer claims and MEPS-HC 
expenditures. 

u5 While plans could prepare their own notice, 
the Departments assume that the notices will be 
prepared by service providers. The Departments 
have previously estimated that there are 6.10 health 
insurers (460 providing coverage in the group 
market, and 490 providing coverage in the 
individual market). These estimates are from NAIC 
2007 financial statements data and the California 


Department expects that one-half hour 
of a legal professional's time, valued as 
$119, will be required to draft this 
notice, resulting in an hour burden of 
approximately 200 hours with an 
equivalent cost of $19,000. 

The Department assumes that plans 
and insurers track information regarding 
individuals that have lost coverage due 
to reaching a lifetime limit (including 
contact information) in their 
administrative records. Based on the 
foregoing, the Department estimates 
that, on average, five minutes of a 
clerical staff member’s time, valued at 
$26.14 per hour will be required to 
incorporate the specific information into 
the notice and mail the estimated 13,000 
notices. This resulte in an estimated 
hour burden of approximately 1,100 
hours with an equivalent cost of 
$29,000, Therefore, the total hour 
burden of this notice requirement is 
1,300 hours with an equivalent cost of 
$48,000. 

The associated cost burden of the rule 
results horn material and mailing cost to 
distribute the estimated 13.000 notices. 
The Department estimates that the 
notice will be one-page in length, 
material and print costs will be five 
cents per page, and postage will be 44 
cents per notice resulting in a per notice 
cost of 49 cents. This leads to a tola! 
estimated cost burden of approximately 
$6,500 to distribute the notices. 

Type of Review: New collection. 

Agency; Department of Health and 
Human Services. 

Title: Patient Protection and 
Affordable Care Act Enrollment 
Opportunity Notice Relating to Lifetime 
Limits. 

0MB Number: 0938-1094. 

Affected Public: Business; Stale, 

Local, or Tribal Governments. 

Respondents: 630. 

Responses: 13,000. 

Frequency of Response: One-time. 

Estimated Total Annuo/ Burden 
Hours: 1 ,300 hours. 

Estimated Total Annual Burden Cost: 
$6,500. 

b. ICR Regarding Affordable Care Act 
Notice Relating to Rescission 

As discussed earlier in this preamble, 
PHS Act Section 2712 and these interim 
final regulations prohibit group health 
plans and health insurance issuers that 
offer group or individual health 
insurance coverage generally from 


Department of Managed Healthcare (2009), of 
http://wpso.dmbc.ca.gov/hpse<m:h/viewaU.aspx. 
Because (he hour and cost burden is shared among 
the DepaiUnenls of Labor/Tr^sury and the 
Departinent of Health and Hum«i Services, the 
burden to prepare the notices is calculated using 
half the number of insurers (315). 


rescinding coverage under the plan, 
policy, certificate, or contract of 
insurance from the individual covered 
under the plan or coverage unless the 
individual (or a person seeking coverage 
on behalf of the individual) performs an 
act, practice, or omission that 
constitutes fraud, or unless the 
individual makes an intentional 
misrepresentation of material fact, as 
prohibited by the terms of the plan or 
coverage. These interim final 
regulations provide that a group health 
plan or a health insurance issuer 
offering group health insurance 
coverage must provide at least 30 days 
advance notice to an individual before 
coverage may be rescinded. 

This analysis assumes that rescissions 
only occur in the individual health 
insurance market, because rescissions in 
the group market are rare. The 
Department estimates that there are 
approximately 7.1 million individual 
policy holders in the individual market 
during a year. A report on rescissions 
finds that 0.15 percent of policies were 
rescinded during the 2004 to 2008 time 
period.*^'"’ Based on these numbers, the 
Department estimates that 
approximately 10,700 policies are 
rescinded during a year, which would 
result in 10,700 notices being sent to 
affected policyholders. The Department 
estimates that 15 minutes of legal 
profession time at $119 per hour would 
be required by the estimated 490 
insurers in the individual market to 
prepare the notice and one minute per 
notice of clerical professional time at 
$26 per hour would be required to 
distribute the notice. This results in an 
hour burden of approximately 300 hours 
with an equivalent cost of 
approximately $19,200. The Department 
estimates that the cost burden 
associated with distributing the notices 
will be approximately $5,200.^37 

These paperwork burden estimates 
are summarized as follows: 

Type of Review: New’ collection. 

Agency: Department of Health and 
Human Services. 

Title: Required Notice of Rescission of 
Coverage under the Patient Protection 
and Affordable Care Act Disclosures. 

OMB Number; 0938-1094. 

Affected Public: For Profit Bxisiness. 

Respondents: 490. 

Responses; 10,700. 

Frequency of Response: Occasionally. 


NAIC Report “Rescission Data Cali of the 
NAIC Reg\ilatory Framework (B) Task Force” 
December 17. 2009, http://vm'K’.naic.Qrg/ 
documents/committiies_h_regu!atory_ 
framework rescission_:data_ca}l_report.pdf, 

"'This estimate is based on an average document 
size of one page, S.05 cents per page material and 
printing costs, and $.44 cent postage costs. 
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Estimated Total Annua! Burden 
Hours: 300 hours. 

Estimated Total Annual Burden Cost: 
S5,200. 

c. ICR Relating to Affordable Care Act 
Patient Protections Disclosure 
Requirement 

As discussed above in the Department 
of Labor and Department of Treasury 
PRA section, these interim final 
regulations contains a disclosure 
requirement for non-grandfathered 
health plans or policies requiring the 
designation of a primary care physician 
or usually requiring a referral from a 
primary care physician before receiving 
care from a specialist. These 
requirements are information collection 
requirements under the PRA. 

In order to satisfy the interim final 
regulations’ patient protection 
disclosure requirement, the Department 
estimates that 14,000 State and local 
governmental plans will need to notify 
approximately 2.6 million policy 
holders of their plans' policy in regards 
to designating a primary care physician 
and for obstetrical or gynecological 
visits. An estimated 490 insurers 
providing coverage in the individual 
market will need to notify an estimated 
55,000 policy holders of their policy in 
regards to designating a primary care 
physician and for obstetrical or 
gynecological visits. These estimates are 
based on the assumption that 22 percent 
of group plans and 40 percent of 
individual policies will not have 
grandfathered health plan status in 
2011ASfl 

Because the interim final regulations 
provide model language for this 
purpose, the Department estimates that 
five minutes of clerical time (with a 
labor rate of $26.14/hour) will be 
required to incorporate the required 
language into the plan document and 
ten minutes of a human resource 
professional's time {with a labor rate of 
$89.12/hour) will be required to review 
the modified language, Therefore, the 


The Department’s estimate of the number of 
State and local governmental health plans was 
obtained from the 2007 Census of Govornments. 

The estimate of the nxmiber of policy holders in the 
individual market were obtained from the 2009 
Current Population Survey. Information on HMO 
and POS plan.s and enrollment in such plans wa.s 
obtained from the Kaiser/HRET Survey of Employer 
Sponsored Health Benefits, 2009. The methodology 
used to estimate the percentage of plans that will 
not be grandfathered in 201 1 was discussed in 
Departments’ Interim Final Rules for Croup Health 
Plans and Health Insurance Coverage Relating to 
Status as a Grandfathered Health Plan under the 
Patient Protection and Affordable Care Act that 
were issued on June 15, 2010: 75 FR 34538 (June 
17, 2010). 

’3®EBSA estimates of labor rale.s include wages, 
other benefits, and overhead based on the National 


Department estimates that plans and 
insurers will incur a one-time hour 
burden of 3,500 houre with an 
equivalent cost of S239,000 to meet the 
disclosure requirement. 

The Department ^umes that only 
printing and material costs are 
associated with the disclosure 
requirement, l^cause the interim final 
regulations provide model language that 
can be incorporated into existing plan 
documents, such as an SPD. The 
Department estimates that the notice 
will rtMjuire one-half of a page, five 
cents per page printing and material 
cost will be incuircd, and 38 percent of 
the notices will be delivered 
electronically. This results in a cost 
burden of $42,000 (SO.05 per page * 

1/2 pages per notice * 1,7 million 
notices * 0.62). 

Plans that relinquish their grandfather 
status in subsequent years will also 
become subject to this notice 
requirement and incur a cost to prepare 
and distribute the notice in the year 
they relinquish their grandfather status. 
Policy holders of non-grandfathered 
policies in the individual market will 
also have to receive this notice. The 
Department estimates a total hour 
burden of 2,500 hours in 2012 and 2.000 
in 2013 for plans relinquishing their 
grandfather status in such years. There 
will, also be an estimated total cost 
burden of $30,000 in 2012 and $24,000 
in 2013. 

The Department notes that persons 
are not required to respond to, and 
generally are not subject to any penalty 
for failing to comply with, an ICR unless 
the ICR has a valid 0MB control 
number. 

These paperwork burden estimates 
are summarized as follows: 

Type of Review: New collection. 

Agency: Department of Health and 
Human Services. 

Title: Disclosure Requirements for 
Patient Protection under the Affordable 
Care Act. 

0MB Number: 0938-1094. 

Affected Public: Business; Stale, 

Local, or Tribal Governments. 

Respondents: 10,600. 

Responses: 2,067,000. 

Frequency of Response: One-time. 

Estimated Total Annual Burden 
Hours: 2,700 houTvS. 

Estimated Total Annual Burden Cost: 
$32,000. 

If you comment on any of these 
information coIi«:Uon requirements, 
please do either of the following: 

1. Submit your comments 
electronically as specified in the 


Occupational &nployment Survey (May 2008. 
Bureau ofLaborStaUstiesJaed theEmplo^'ment 
Cost Index June 2009, Bureau of Labor Statistics). 


ADDRESSES section of this proposed rule; 
or 

2. Submit your comments to the 
Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, Attention: CMS Desk Officer, 
OCIIO-9994-IFC; Fax: (202) 395-6974; 
or E-mail: 

OIRA_submission@omb.eop.gov. 

G. Congressional Review Act 

These interim final regulations are 

subject to the Congressional Review Act 
provisions of the Small Business 
Regulatory Enforcement Fairness Act of 
1996 (5 U.S.C, 801 et seq.] and have 
been transmitted to Congress and the 
Comptroller General for review. 

H. Unfunded Mandates Reform Act 

The Unfunded Mandates Reform Act 

of 1995 (Pub. L. 104-4) requires 
agencies to prepare several analytic 
statements before proposing any rules 
that may result in annual expenditures 
of SlOO million (as adjusted for 
inflation) by State, local and tribal 
governments or the private sector. These 
interim final regulations are not subject 
to the Unfunded Mandates Reform Act 
because they are being issued as interim 
final regulations. However, consistent 
with the policy embodied in the 
Unfunded Mandates Reform Act, the 
regulation has been designed to be the 
least burdensome alternative for State, 
local and tribal governments, and the 
private sector, while achieving the 
objectives of the Affordable Care Act. 

I. Federalism Statement — Department of 
Labor and Department of Health and 
Human Services 

Executive Order 13132 outlines 
fundamental principles of federalism, 
and requires the adherence to specific 
criteria by Federal agencies in the 
process of their formulation and 
implementation of policies that have 
“suDstantial direct effects” on the States, 
the relationship between the national 
government and States, or on the 
distribution of power and 
responsibilities among the various 
levels of government. Federal agencies 
promulgating regulations that have 
these federalism implications must 
consult with Slate and local officials, 
and describe the extent of their 
consultation and the nature of the 
concerns of State and local officials in 
the preamble to the regulation. 

In the Departments’ view, these 
interim final regulations have 
federalism implications, because they 
have direct effects on the States, the 
relationship between the national 
government and Slates, or on the 
distribution of power and 
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responsibilities among various levels of 
government. However, in the 
Departments’ view, the federalism 
implications of these interim final 
regulations are substantially mitigated 
because, with respect to health 
insurance issuers, the Departments 
expect that the majority of States will 
enact laws or take other appropriate 
action resulting in their meeting or 
exceeding the Federal standards. 

In general, through section 514, 

ERISA supersedes State laws to the 
extent that they relate to any covered 
employee benefit plan, and preserves 
State laws that regulate insurance, 
banking, or securities. While ERISA 
prohibits States from regulating a plan 
as an insurance or investment company 
or bank, the preemption provisions of 
section 731 of ERISA and section 2724 
of the PHS Act {implemented in 29 CFR 
2590.731(a) and 45 CFR 146.143(a)) 
apply so that the HIPAA requirements 
(including those of the Affordable Care 
Act) are not to be “construed to 
supersede any provision of State law 
which establishes, implements, or 
continues in effect any standard or 
requirement solely relating to health 
insurance issuers in connection with 
group health insurance coverage except 
to the extent that such standard or 
requirement prevents the application of 
a requirement” of a Federal standard. 
The conference report accompanying 
HIPAA indicates that this is intended to 
be the “narrowest” preemption of State 
laws. [See House Conf. Rep. No. 104- 
736, at 205, reprinted in 1996 U.S. Code 
Cong. & Admin. News 2018.) States may 
continue to apply State law 
requirements except to the extent that 
such requirements prevent the 
application of the Affordable Care Act 
requirements that are the subject of this 
rulemaking. State insurance laws that 
are more stringent than the Federal 
requirements are unlikely to “prevent 
the application of’ the Affordable Care 
Act, and be preempted. Accordingly, 
States have significant latitude to 
impose requirements on health 
insurance issuers that are more 
restrictive than the Federal law. 

In compliance with the requirement 
of Executive Order 13132 that agencies 
examine closely any policies that may 
have federalism implications or limit 
the policy making discretion of the 
States, the Departments have engaged in 
efforts to consult with and work 
cooperatively with affected Stale and 
local officials, including attending 
conferences of the National Association 
of Insurance Commissioners and 
consulting with State insurance officials 
on an individual basis. It is expected 
that the Departments will act in a 


similar fashion in enforcing the 
Affordable Care Act requirements. 
Throughout the process of developing 
these interim final regulations, to the 
extent feasible within the specific 
preemption provisions of HIPAA as it 
applies to the Affordable Care Act, the 
Departments have attempted to balance 
the States' interests in r^ulating health 
insurance issuers, and Congress' intent 
to provide uniform minimum 
protections to consumers in every State. 
By doing so. it is the Departments’ view 
that they have complied with the 
requirements of Executive Order 13132. 

Pursuant to the requirements set forth 
in section 8(a) of Executive Order 
13132, and by the signatures affixed to 
these interim final regulations, the 
Departments certify that (he Employee 
Benefits Security Administration and 
the Centers for Medicare & Medicaid 
Services have complied with the 
requirements of Executive Order 13132 
for the attached regulations in a 
meaningful and timely manner. 

V. Statutory Authority 

The Department of the Treasury 
temporary regulations are adopted 
pursuant to the authority contained in 
sections 7805 and 9833 of the Code. 

The Department of Labor interim final 
regulations are adopted pursuant to the 
authority contained in 29 U.S.C. 1027, 
1059, 1135, 1161-1168, 1169, 1181- 
1183, 1181 note, 1185, 1185a, 1185b, 
1191, noia. n91b, and 1191c: sec. 
101(g), Public Law 104-191, 110 Slat. 
1936; sec. 401(b). Public Law 105-200, 
112 Stat. 645 (42 U.S.C. 651 note); sec. 
512(d), Public Law 110-343, 122 Stat. 
3881; sec. 1001, 1201, and 1562(e), 
Public Law 111-148, 124 Slat. 119, as 
amended by Public Law 111-152, 124 
Stat. 1029; Secretary of Labor’s Order 6— 
2009, 74 FR 21524 (May 7. 2009). 

The Department of Health and Human 
Services interim final regulations are 
adopted pursuant to the authority 
contained in sections 2701 through 
2763, 2791 , and 2792 of the PHS Act (42 
U.S.C. 300gg through 300gg-63, 300gg- 
91, and 300gg-92), as amended. 

List of Subjects 
26 CFR Part 54 

Excise taxes. Health care, Health 
insurance. Pensions, Reporting and 
recordkeeping requirements. 

26 CFR Part 602 

Reporting and recordkeeping 
requirements. 

29 CFR Part 2590 

Continuation coverage. Disclosure, 
Employee benefit plans. Group health 
plans, Health care, Health insurance, 


Medical child support, Reporting and 
recordkeeping requirements. 

45 CFR Parts 144, 146, and 147 
Health care, Health insurance, 
Reporting and recordkeeping 
requirements, and State regulation of 
health insurance. 

Steven T. Miller, 

Deputy Commissioner for Services and 
Enforcement, Internal Revenue Service. 

Approved; June 18, 2010. 

Michael F. Mundaca, 

Assistant Secretary of the Treasury (Tax 
Policy). 

Signed this 18th day of June 2010. 

Phyllis C. Borzi, 

Assistant Secretary, Employee Benefits 
Security Administration, Department of 
Labor. 

Dated; June 18, 2010. 
lay Angoff, 

Director, Office of Consumer Information and 
Insurance Oversight. 

Dated; June 18, 2010. 

Kathleen Sebelius, 

Secretary, Department of Health and Human 
Services. 

Department of the Treasury 
Internal Revenue Service 
26 CFR Chapter 1 

■ Accordingly, 26 CFR parts 54 and 602 
are amended as follows: 

PART 54— PENSION EXCISE TAXES 

■ Paragraph 1. The authority citation 
for part 54 is amended by adding entries 
for §§ 54,9815-2704T. 54.9815-27nT. 
54.9815-2712T, and 54.9815-2719AT in 
numerical order to read in part as 
follows; 

Authority: 26 U.S.C. 7805. • • * 

Section S4.9815-2704T also issued under 
26 U.S.C, 9833, 

Section 54,9815-271lT also issued under 
26 U.S.C, 9833. 

Section 54.9615-2712T also issued under 
26 U.S.C. 9833. ’ ' * 

Section .'>4,9815-2719AT also issued under 
26 U.S.C. 9833. ' * " 

■ Par. 2. Section 54.9801-2 is amended 
by revising the definitions of group 
health plan and preexisting condition 
exclusion to read as follows: 

§54.9801-2 Definitions. 

Group health plan or plan means a 
group health plan within the meaning of 
§54.9831-l(a). 

Preexisting condition exclusion means 
a limitation or exclusion of benefits 
(including a denial of coverage) based 
on the fact that the condition was 



166 


Federal Register/ Vo!. 


present before the effective date of 
coverage (or if coverage is denied, the 
date of the denial) under a group health 
plan or group or individual health 
insurance coverage (or other coverage 
provided to federally eligible 
individuals pursuant to 45 CFR part 
148), whether or not any medical 
advice, diagnosis, care, or treatment was 
recommended or received before that 
day. A preexisting condition exclusion 
includes any limitation or exclusion of 
benefits (including a denial of coverage) 
applicable to an individual as a result of 
information relating to an individual’s 
health status before the individual's 
effecti ve date of coverage (or if coverage 
is denied, the date of the denial) under 
a group health plan, or group or 
individual health insurance coverage (or 
other coverage provided to Federally 
eligible individuals pursuant to 45 CFR 
part 148), such as a condition identified 
as a result of a pre-enrollment 
questionnaire or physical examination 
given to the individual, or review of 
medical records relating to the pro- 
enrollment period. 

■ Par. 3. Section 54.9801-3 is amended 
by revising paragraph (a)(l){i) to read as 
follows: 

§54.9301^ Limitations on preexisting 
condition exclusion period. 

(a) * * * 

(D* * * 

(1) A preexisting condition exclusion 
means a preexisting condition exclusion 
within the meaning sot forth in 
§54.9801-2. 

■ Par, 4, Section '54.981 5-2704T is 
added to read as follows: 

§54.9815-27047 Prohibition of preexisting 
condition exclusions (temporary). 

(a) No preexisting condition 
exclusions — (1) In general. A group 
health plan, or a health insurance issuer 
offering group health insurance 
coverage, may not impose any 
preexisting condition exclusion (as 
defined in § 54.9801-2). 

(2) Examples. The niles of this 
paragraph (a) are illustrated by the 
following examples (for additional 
examples illustrating the definition of a 
preexisting condition exclusion, see 
§54.9801-3(a)(l)(u)); 

Example 1. (i) Facts. A group health pian 
provides benefits solely through an insurance 
policy offered by Issuer P. At the expiration 
of the policy, the plan switches coverage to 
a policy offered by Issuer N. N’s policy 
excludes benefits for oral surgery required as 
a result of a traumatic injury if the injury 
occurred before tire effective date of coverage 
under the policy. 

(ii) Conclusion. In this Example 1. the 
exclusion of benefits for oral surgery required 
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as a result of a traunatic injury if the injury 
occurred before the effective date of coverage 
is a preexisting condition exclusion because 
it operates to exclude benefits for a condition 
based on the fact that the condition was 
present before the eS^itive date of coverage 
under the policy. 

Example 2. (i) Facts. Individual C applies 
for individual health insurance coverage wdth 
Issuer M. M denira C’s application for 
coverage because a pre-enreliment physical 
revealed that C has type 2 diabetes. 

(ii) Conclusion. See Example 2 in 45 CFR 
147.108(a)(2) for a conclusion that M's denial 
of C’s application for coverage is a 
preexisting condition exclusion because a 
denial of an applitation for coverage based 
on the feet that a condition was present 
before the date of denial is an exclusion of 
benefits based on a p^xisting condition. 

(b) Effective/applicability date — (1) 
Genera) applicability date. Except as 
provided in paragraph (b)(2) of this 
section, the rules of this section apply 
for plan years beginning on or after 
January 1, 2014. 

(2) Early applicability date for 
children. The rules of this section apply 
with respect to enrollccs, including 
applicants for enrollment, who are 
under 19 years of age for plan years 
beginning on or after September 23. 
2010 . 

(3) Applicability to grandfathered 
health plans. See § 54.9815-1251T for 
determining the application of this 
section to grandfathered health plans 
(providing that a grandfathered health 
plan that is a group health plan or group 
health insurance coverage must comply 
with the prohibition against preexisting 
condition exclusions). 

(4) Example. The rules of this 
paragraph (b) are illustrated by the 
following example: 

Example, (i) Facts. Individual F 
commences employment and enrolls F and 
F’s 16-year-old child in the group health plan 
maintained by F’s employer, with a first day 
of coverage of October 1 5, 2010. F’s child had 
a significant break in coverage because ofa 
lapse of more than 65 days without creditable 
coverage immediately prior to enrolling in 
the plan. F’s child was treated for asthma 
within the six-month period prior to the 
enrollment date and the plan imposes a 12- 
month preexisting condition exclusion for 
coverage of asthma. The next plan year 
begins on January 1, 2011. 

(ii) Conclusion. In this Example, the pian 
year beginning January 1. 2011 is the first 
plan year of the group health plan beginning 
on or after September 23. 2010. Thus, 
beginning on January 1, 2011, because the 
child is under 19 years of age, the plan 
cannot impose a preexisting condition 
exclusion with respect to the child’s asthma 
regardless of the fact that the preexisting 
condition exclusion was imposed by the pian 
before the applicability date of this provision. 

(c) Expiration date. This section 
expires on June 21 , 2013. 


■ Par. 5. Section 54.981 5-2711T is 
added to read as follows: 

§54.981 5-271 IT No lifetime or annual 
limits (temporary). 

(a) Prohibition — (1) Lifetime limits. 
Except as provided in paragraph (b) of 
this section, a group health plan, or a 
health insurance issuer offering group 
health insurance coverage, may not 
establish any lifetime limit on the dollar 
amount of benefits for any individual. 

(2) Annual limits — (i) Genera/ rule. 
Except as provided in paragraphs 
(a)(2)(ii), (b), and (d) of this section, a 
group health plan, or a health insurance 
issuer offering group health insurance 
coverage, may not establish any annual 
limit on the dollar amount of benefits 
for any individual. 

(ii) Exception for health flexible 
spending arrangemenfs. A health 
flexible spending arrangement (as 
defined in section 106(c)(2)) is not 
subject to the requirement in paragraph 
(a)(2)(i) of this section. 

(b) Construction — (1) Permissible 
limits on specific covered benefits. The 
rules of this section do not prevent a 
group health plan, or a health insurance 
issuer offering group health insurance 
coverage, from placing annual or 
lifetime dollar limits with respect to any 
individual on specific covered benefits 
that are not essential health benefits to 
the extent that such limits are otherwise 
permitted under applicable Federal or 
State law. (The scope of essential health 
benefits is addressed in paragraph (c) of 
this section.) 

(2) Condition-based exclusions. The 
rules of this section do not prevent a 
group health plan, or a health insurance 
issuer offering group health insurance 
coverage, from excluding all benefits for 
a condition. However, if any benefits are 
provided for a condition, then the 
requirements of this section apply. 

Other requirements of Federal or State 
law may require coverage of certain 
benefits. 

(c) Definition of essential health 
benefits. The term “essential health 
benefits” means essentia! health benefits 
under section 1 302(b) of the Patient 
Protection and Affordable Care Act and 
applicable regulations. 

(d) Restricted annua/ limits 
permissible prior to 2014 — (1) In 
general. With respect to plan years 
beginning prior to January 1, 2014, a 
group health plan, or a health insurance 
issuer offering group health insurance 
coverage, may establish, for any 
individual, an annual limit on the dollar 
amount of benefits that are essential 
health benefits, provided the limit is no 
less than the amounts in the following 
schedule: 
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(1) For a plan year beginning on or 
after September 23, 2010, but before 
September 23, 2011, S750,000. 

(ii) For a plan year beginning on or 
after September 23, 2011, but foore 
September 23. 2012, Si, 250,000. 

(iii) For plan years beginning on or 
after September 23. 2012, but before 
January 1. 2014, $2,000,000. 

(2) Only essential health benefits 
taken into account. In determining 
whether an individual has received 
benefits that meet or exceed the 
applicable amount described in 
paragraph (d)(1) of this section, a plan 
or issuer must take into account only 
essential health benefits. 

(3) Waiver authority of the Secretary 
of Health and Human Services. For plan 
years beginning before January 1, 2014, 
the Secretary of Health and Human 
Services may establish a program under 
which the requirements of paragraph 
(d)(1) of this section relating to annual 
limits may be waived (for such period 
as is specified by the Secretary of Health 
and Human Services) for a group health 
plan or health insurance coverage that 
has an annual dollar limit on benefits 
below the restricted annual limits 
provided under paragraph (d)(1) of this 
section if compliance with paragraph 
(d)(1) of this section would result in a 
significant decrease in access to benefits 
under the plan or health insurance 
coverage or would significantly increase 
premiums for the plan or health 
insurance coverage. 

(e) Transitional rules for individuals 
whose coverage or benefits ended by 
reason of reaching a lifetime limit-^l} 

In general. The relief provided in the 
transitional rules of this paragraph (e) 
applies with respect to any individual — 

ti) Whose coverage or benefits under 
a group health plan or group health 
insurance coverage ended by reason of 
reaching a lifetime limit on the dollar 
value of all benefits for any individual 
(which, under this section, is no longer 
permissible); and 

(ii) Who becomes eligible (or is 
required to become eligible) for benefits 
not subject to a lifetime limit on the 
dollar value of all benefits under the 
group health plan or group health 
insurance coverage on the first day of 
the first plan year beginning on or after 
September 23, 2010, by reason of the 
application of this section. 

(2) Notice and enrollment opportunity 
requirements — (i) If an individual 
described in paragraph (e)(1) of this 
section is eligible for benefits (or is 
required to become eligible for benefits) 
under the group health plan— or group 
health insurance coverage — described in 
paragraph (e)(1) of this section, the plan 
and the issuer are required to give the 


individual written notice that the 
lifetime limit on the dollar value of all 
benefits no longer applies and that the 
individual, if covct^, is once again 
eligible for benefits under the plan. 
Additionally, if the individual is not 
enrolled in the plan or health insurance 
coverage, or if an enrolled individual is 
eligible for but not enrolled in any 
benefit package under the plan or health 
insurance coverage, then the plan and 
issuer must also give such an individual 
an opportunity to enroll that continues 
for at least 30 days (including written 
notice of the opportunity to enroll). The 
notices and enrollment opportunity 
required under this paragraph (e)(2)(i) 
must be provided beginning not later 
than the first day of the first plan year 
beginning on or after September 23. 
2010 . 

(ii) The notices required under 
paragraph (e)(2){i) of this section may be 
provided to an employee on behalf of 
the employee’s dependent. In addition, 
the notices may be included with other 
enrollment materials that a plan 
distributes to employees, provided the 
statement is prominent. For either 
notice, if a notice satisfying the 
requirements of this paragraph (e)(2) is 
provided to an individual, the 
obligation to provide the notice with 
respect to that individual is satisfied for 
both the plan and the issuer. 

(3) Effective date of coverage. In the 
case of an individual who enrolls under 
paragraph (e)(2) of this section, coverage 
must take effect not later than the first 
day of the first plan year beginning on 
or after September 23, 2010. 

(4) Treatment of enrollees in a group 
health plan. Any individual enrolling in 
a group health plan pursuant to 
paragraph (e)(2) of this section must be 
treated as if the individual were a 
special enrollee. as provided under the 
rules of § 54.9801-6(d). Accordingly, the 
individual (and, if the individual would 
not be a participant once enrolled in the 
plan, the participant through whom the 
individual is otherwise eligible for 
coverage under the plan) must bo 
offered all the benefit packages available 
to similarly situated individuals who 
did not lose coverage by reason of 
reaching a lifetime limit on the dollar 
value of all benefits. For this purpose, 
any difference in benefits or cost- 
sharing itsjuiremenls constitutes a 
different benefit package. The 
individual also cannot be required to 
pay more for coverage than similarly 
situated individuals who did not lose 
coverage by reason of reaching a lifetime 
limit on the dollar value of all benefits. 

(5) Examples. The rules of this 
paragraph (e) are illustrated by the 
following examples: 


Example 1. (i) Facts. Employer Y maintains 
a group health plan with a calendar year plan 
year. The plan has a single benefit package. 
For plan years beginning before September 
23. 2010, the plan has a lifetime limit on the 
dollar value of all benefits. Individual B, an 
employee of Y, was enrolled in Y’s group 
health plan at the beginning of the 2008 plan 
year. On June 10. 2008, B incurred a claim 
for benefits that exceeded tlie lifetime limit 
under Y’s plan and ceased to be enrolled in 
the plan. B is still eligible for coverage under 
Y’s group health plan. On or before January 
1 , 2011. Y’s group health plan gives B written 
notice informing B that the lifetime limit on 
the dollar value of all benefits no longer 
applies, that individuals whose coverage 
ended by reason of reaching a lifetime limit 
under the plan are eligible to enroll in the 
plan, and that individuals can request such 
enrollment through February 1, 2011 with 
enrollment effective retroactively to January 
1. 2011. 

(ii) Conclusion. In this Example 1, the plan 
has complied with the requirements of this 
paragraph (e) by providing a timely unritten 
notice and enrollment opportunity to B that 
lasts at least 30 days. 

Example 2. (i) Facts. Employer Z maintains 
a group health plan with a plan year 
beginning October 1 and ending September 
30. Prior to October 1, 2010, the group health 
plan has a lifetime limit on the dollar value 
of all benefits. Individual D, an employee of 
Z. and Individual E. D’s child, were enrolled 
in family coverage under Z’s group health 
plan for the plan year beginning on October 
1 . 2008. On May 1, 2009, E incurred a claim 
for benefits that exceeded the lifetime limit 
under Z’s plan. D dropped family coverage 
but remains an employee of Z and is still 
eligible for coverage under Z’s group health 
plan. 

(ii) Conclusion. In this Example 2, not later 
than October 1, 2010, the plan must provide 
D and E an opportunity to enroll (including 
written notice of an opportunity to enroll) 
that continues for at least 30 days, with 
enrollment affective not later than October 1 , 
2010. 

Example 3. (i) Foots. Same facts as 
Example 2, except that Z’s plan had two 
benefit packages (a low-cost and a high-cost 
option). Instead of dropping coverage, D 
switched to the low-cost benefit package 
option. 

(ii) Conclusion. In this Example 3, not later 
than October 1 . 2010, the plan must provide 
t) and E an opportunity to enroll in any 
benefit package available to similarly situated 
individuals who enroll when first eligible. 
The plan would have to provide D and E the 
opportunity to enroll in any benefit package 
available to similarly situated individuals 
who enroll when first eligible, even if D had 
not switched to the low-cost benefit package 
option. 

Example 4. (i) Facts. Employer Q maintains 
a group health plan with a plan year 
beginning October 1 and ending September 
30. For the plan year beginning on October 
1, 2009, Qhas an annual limit on the dollar 
value of all benefits of $500,000. 

(ii) Conclusion. In this Example 4. Q must 
raise the annual limit on the dollar value of 
essential health benefits to at least S750.000 
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for the plan year beginning October 1. 2010. 
For the plan year beginning October 1 , 2011, 
Q must raise the annual limit to at least SI. 25 
million. For the plan year beginning October 
1, 2012, Qmust raise the annua! limit to at 
least S2 million. Q may also impose a 
restricted annual limit of S2 million for the 
plan year beginning October 1, 2013. After 
the conclusion of that plan year, Q cannot 
impose an overall annual limit. 

Example 5. (i) Facts. Same facts as 
Example 4, except that the annual limit for 
the plan year beginning on October 1, 2009 
is SI million and Q lowers the annual limit 
for the plan year beginning October 1, 2010 
to S750.000, 

(ii) Conclusion. In this Example 5, Q 
complies with the requirements of this 
paragraph (e). However, Q’s choice to lower 
its annual limit means that under § 54.9815— 
1251T{g)(l)(viKC!. the group health plan will 
cease to be a grandfathered health plan and 
will be generally subject to all of the 
provisions of FHS Act sections 2701 through 
2719A, 

(f) Effective/applicabihiy date. The 
provisions of this section apply for plan 
years beginning on or after September 
23, 2010. See §54.9815-12517 for 
determining the application of this 
section to grandfathered health plans 
(providing that the prohibitions on 
lifetime and annual limits apply to all 
grandfathered health plans that are 
group health plans and group health 
insurance coverage, including the 
special rules regarding restricted annual 
limits). 

(g) Expiration date. This section 
expires on June 21, 2013. 

■ Par. 6 . Section 54.9815-27127 is 
added to read as folloivs; 

§54.981 5-271 2T Rules regarding 
rescissions (temporary). 

(a) Prohibition on rescissions — (1) A 
group health plan, or a health insurance 
issuer offering group health insurance 
coverage, must not rescind coverage 
under the plan, or under the policy, 
certificate, or contract of insurance, with 
respect to an individual (including a 
group to which the individxial belongs 
or family coverage in which the 
individual is included) once the 
individual is covered under the plan or 
coverage, unless the individual (or a 
person seeking coverage on behalf of the 
individual) performs an act, practice, or 
omission that constitutes fraud, or 
unless the individual makes an 
intentional misrepresentation of 
material fact, as prohibited by the terms 
of the plan or coverage. A group health 
plan, or a health insurance issuer 
offering group health insurance 
coverage, must provide at least 30 days 
advance written notice to each 
participant who would be affected 
before coverage may be rescinded under 
this paragraph (a)(1), regardless of 


whether the coverage is insured or self- 
insured, or whether the rescission 
applies to an entire group or only to an 
individual within the group. (The rules 
of this paragraph (a)(1) apply regardless 
of any contestability period that may 
otherwise apply.) 

(2) For purposes of this section, a 
rescission is a cancellation or 
discontinuance of coverage that has 
retroactive effect. For example, a 
cancellation that treats a policy as void 
from the time of the individual’s or 
group’s enrollment is a rescission. As 
another example, a cancellation that 
voids benefits paid up to a year before 
the cancellation is also a rescission for 
this purpose, A cancellation or 
discontinuance of coverage is not a 
rescission if — 

(i) The cancellation or discontinuance 
of coverage has only a prospective 
effect; or 

(ii) The cancellation or 
discontinuance of coverage is effective 
retroactively to the extent it is 
attributable to a failure to timely pay 
required premiums or contributions 
towards the cost of coverage. 

(3) The rules of this paragraph (a) are 
illustrated by the following examples; 

Example 3. (i) Facts, individual A seeks 
enrollment in an insured group health plan. 
The plan terms permit rescission of coverage 
with respect to an individual if the 
individual engages in fraud or makes an 
intentional misrepresentation of a material 
fact. The plan requires A to complete a 
questionnaire regarding A's prior medical 
history, which affects setting the group rate 
by the health insurance issuer. The 
questionnaire complies with the other 
requirement.s of this part. The questionnaire 
includes the following question; “Is there 
anything else relevant to your health that we 
should know?” A inadvertently fails to list 
that A visited a psychologist on two 
uccasiom, six years previously. A is later 
diagnosed with br8a.st cancer and seeks 
beneftts under the plan. On or around the 
same time, the issuer receives information 
about A’s visits to the psychologist, which 
was not disclosed in the questionnaire. 

(ii) Conclusion. In this Example 1, the plan 
cannot rescind A’s coverage because A’s 
failure to disclose the visits to the 
psychologist was inadvertent. Therefore, it 
was not fraudulent or an intentional 
misrepresentation of material feet. 

Example 2. (i) Facts. An employer sponsors 
a group health plan that provides coverage 
for employees who work at least 30 hours per 
week. Individual B has coverage under the 
plan as a frill-time employee. The employer 
reassigns B to a part-time position. Under the 
terms of the plan, B is no longer eligible for 
coverage. The plan mistakenly continues to 
provide health covera^. collecting premiums 
from B and paying claims submitted by B. 
After a routine audit, the plan discovers that 
B no longer works at least 30 hours per week. 
The plan rescinds B’s coverage effective a.s of 


the date that B changed from a full-time 
employee to a part-time employee. 

(ii) Conclusion. !n this Example 2. the plan 
cannot rescind B’s coverage because there 
wa.s no fraud or an intentional 
misrepresentation of material fact. The plan 
may cancel coverage for B prospectively, 
subject to other applicable Federal and State 
laws. 

(b) Compliance with other 
requirements. Other requirements of 
Federal or State law may apply in 
connection w'ith a rescission of 
coverage. 

(c) Effective/applicability date. The 
provisions of this section apply for plan 
years beginning on or after September 
23, 2010. See §54.9815-12517 for 
determining the application of this 
section to grandfathered health plans 
(providing that the rules regarding 
rescissions and advance notice apply to 
all grandfathered health plans). 

(a) Expiration date. This section 
expires on June 21, 2013, 
a Par. 7. Section 54.9815-2719AT is 
added to read as follows: 

§ 54.981 S-2719AT Patient protections 
(temporary). 

(a) Choice of health care 
professional— (1) Designation of 
primary care provider— [i] In general. If 
a group health plan, or a health 
insurance issuer offering group health 
insurance coverage, requires or provides 
for designation by a participant or 
beneficiary of a participating primary 
care provider, then the plan or issuer 
must permit each participant or 
beneficiary to designate any 
participating primary care provider who 
is available to accept the participant or 
beneficiary. In such a case, the plan or 
issuer must comply with the rules of 
paragraph (a)(4) of this section by 
informing each participant of the terms 
of the plan or health insurance coverage 
regarding designation of a primary care 
provider. 

(ii) Example. The rules of this 
paragraph (a)(1) are illustrated by the 
following example: 

Example, (i) Facts. A group health plan 
require.s individuals covered under the plan 
to designate a primary care provider. The 
plan permits each individual to designate 
any primary care provider participating in 
the plan'.s neUvork who is available to accept 
the individual as the individual's primary 
care provider. If an individual has not 
designated a primary care provider, the plan 
designates one until one has been designated 
by the individual. The plan provides a notice 
that satisfies the requirements of paragraph 
{a){4) of this section regarding the ability to 
designate a primary care provider. 

(ii) Conclusion. In this Example, the 
plan has satisfied the requirements of 
paragraph (a) of this section. 
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(2) Designation of pediatrician as 
primary care provider — (i) In genera]. If 
a group health plan, or a health 
insurance issuer offering group health 
insurance coverage, requires or provides 
for the designation of a participating 
primary care provider for a child by a 
participant or beneficiary, the plan or 
issuer must permit the participant or 
beneficiary to designate a physician 
(allopathic or osteopathic) who 
specializes in pediatrics as the child’s 
primary care provider if the provider 
participates in the network of the plan 
or issuer and is available to accept the 
child. In such a case, the plan or issuer 
must comply with the rules of 
paragraph (a)(4) of this section by 
informing each participant of the terms 
of the plan or health insurance coverage 
regarding designation of a pediatrician 
as the child’s primary care provider. 

(ii) Construction. Nothing in 
paragraph (a)(2)(i) of this section is to be 
construed to waive any exclusions of 
coverage under the terms and 
conditions of the plan or health 
insurance coverage with respect to 
coverage of pediatric care. 

(iii) Examples. The rules of this 
paragraph (a)(2) are illustrated by the 
following examples; 

Example 1. (i) Fact.?. A group health plan’s 
HMO designates for each participant a 
physician who specializes in internal 
medicine to serve as the primary care 
provider for Ure participant and any 
beneficiaries. Participant A requests that 
Pediatrician B be designated as the primary 
care provider for A’s cbild. B is a 
participating provider in the HMD’s network. 

(ii) Conclusion. In this Example 1, the 
HMO must permit A's designation of B as the 
primary care provider for A's child in order 
to comply with the requirements of Uiis 
paragraph (a)(2). 

Example 2. (i) Facts. Same facts as 
Example I, except that A takes A's child to 
B for treatment of tiie child's severe shellfish 
allergies. B wishes to refer A's child to an 
allergist for treatment. The HMO, however, 
does not provide coverage for treatment of 
food allergies, nor does it have an allergist 
participating in its network, and it therefore 
refuses to authorize the referral. 

(ii) Conclusion. In thus Example 2, the 
HMO has not violated the requirement.*? of 
this paragraph (a)(2} because the exclusion of 
treatment for food allergies is in accordance 
with the terms of A’.s coverage. 

(3) Patient access to obstetrical and 
gynecological care — (i) Genera/ rights — 
(A) Direct access. A group health plan, 
or a health insurance issuer offering 
group health insurance coverage, 
described in paragraph (a){3)(ii) of this 
section may not require authorization or 
referral by the plan, issuer, or any 
person (including a primary care 
provider) in the case of a female 


participant or beneficiary who seeks 
coverage for obstetrical or gynecological 
care provided by a participating health 
care profession^ who specializes in 
obstetrics or gynecology. In such a case, 
the plan or issuer must comply with the 
rules of paragraph {a)(4) of this section 
by informing each participant that the 
plan may not require authorization or 
referral for obstetrical or gynecological 
care by a participating health care 
professional who specializes in 
obstetrics or gynecology. The plan or 
issuer may require such a professional 
to agree to otherwise adhere to the 
plan’s or issuer’s policies and 
procedures, including procedures 
regarding referrals and obtaining prior 
authorization and providing services 
pursuant to a treatment plan (if any) 
approved by the plan or Issuer. For 
purposes of this paragraph (a)(3), a 
health care professional who specializes 
in obstetrics or gynecology is any 
individual (including a person other 
than a physician) who is authorized 
under applicable State law to provide 
obstetrical or gynecological care. 

(B) Obstetrical and gynecological 
care. A group health plan or health 
insurance issuer described in paragraph 
(a){3){ii) of this section must treat the 
provision of obstetrical and 
gynecological care, and the ordering of 
related obstetrical and gynecological 
items and services, pursuant to the 
direct access described under paragraph 
(a}(3){i)(A) of this section, by a 
participating health care professional 
who specializes in obstetrics or 
gynecology as the authorization of the 
primary care provider. 

(ii) Application of paragraph. A group 
health plan, or a health insurance issuer 
offering group health insurance 
coverage, is described in this paragraph 
(a)(3) if the plan or issuer — 

(A) Provides coverage for obstetrica) 
or gynecological care; and 

(B) Requires the designation by a 
participant or beneficiary of a 
participating primary care provider. 

(iii) Construction. Nothing in 
paragraph {a)(3)(i} of this section is to be 
construed to — 

(A) Waive any exclusions of coverage 
under the terms and conditions of the 
plan or health insurance coverage with 
respect to coverage of obstetrical or 
gynecological care; or 

(B) Preclude the group health plan or 
health insurance issuer involved from 
requiring that the obstetrical or 
gynecological provider notify the 
primary care health care professional or 
the plan or issuer of treatment 
decisions. 


(iv) Examples. The rules of this 
paragraph (a)(3) are illustrated by the 
following examples: 

Example 1. (i) Facts. A group health plan 
requires each participant to designate a 
physician to serve as the primary care 
provider for the participant and the 
participant's family. Participant A, a female, 
requests a gynecological exam with Physician 
B, an in-network physician specializing in 
gynecological care, the group health plan 
requires prior authorization from A’s 
designated primary care provider for the 
gynecological exam. 

(ill Conclusion. In this Example 1, the 
group health plan has violated the 
requirements of this paragraph (a)(3) because 
the plan requires prior authorization from A’s 
primary care provider prior to obtaining 
gynecological services. 

Example 2. (i) Facts. Same facts as 
Example 1 except that A seeks gynecological 
services from C. an out-of-network provider. 

(ii) Conclusion. In this Example 2. the 
group health plan has not violated the 
requirements of this paragraph (a)(3) by 
requiring prior authorization because C is not 
a participating health care provider. 

Example 3. (i) Facts. Same facts as 
Example I except that the group health plan 
only requires B to inform A’s designated 
primary care physician of treatment 
decisions. 

(ii) Conclusion. In this Example 3, the 
group health plan has not violated the 
requirements of this paragraph (a)(3) because 
A has direct access to B without prior 
authorization. The fact that the group health 
plan requires notification of treatment 
decisions to the designated primary care 
physician does not violate this paragraph 
(alO). 

Example 4. (i) Facts. A group health plan 
requires each participant to designate a 
physician to serve as the primary care 
provider for the participant and the 
participant’s family. I'he group health plan 
requires prior authorization before providing 
benefits tor uterine fibroid embolization. 

(ii) Conclusion. In this Example 4, the plan 
requirement for prior authorization before 
providing benefits for uterine fibroid 
embolization doe.s not violate the 
requirements of this paragraph (a)(3) because, 
though the prior authorization requirement 
applies to obstetrical services, It does not 
restrict access to any providers specializing 
in obstetrics or gynecology. 

(4) Notice of right to designate a 
primary care provider — (i) In general. If 
a group health plan or health insurance 
issuer requires the designation by a 
participant or beneficiary of a primary 
care provider, the plan or issuer must 
provide a notice informing each 
participant of the terms of the plan or 
health insurance coverage regarding 
designation of a primary care provider 
and of the rights — 

(A) Under paragraph (a){l)(i) of this 
section, that any participating primary 
care provider who is available to accept 
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the participant or beneficiary can be 
designated: 

{B) Under paragraph {a)(2)(i) of this 
section, with respect to a child, that any 
participating physician who specializes 
in pediatrics can be designated as the 
primary care provider: and 

(C) Under paragraph (a)(3Ki) of this 
section, that the plan may not require 
authorization or referral for obstetrical 
or gjmecological care by a participating 
health care professional who specializes 
in obstetrics or gynecology. 

(ii) Timing. The notice described in 
paragraph (aK4)(i) of this section must 
be included whenever the plan or issuer 
provides a participant with a summary 
plan description or other similar 
description of benefits under the plan or 
health insurance coverage. 

(iii) Model language. The following 
model language can be used to satisfy 
the notice requirement described in 
paragraph (a){4)(i) of this section: 

(A) For plans and issuers that require 
or allow for the designation of primary 
care providers by participants or 
beneficiaries, insert: 

[Name of group health plan or health 
insurance issuer] generally [requires/allows] 
the designation of a primary care provider. 
You have the right to designate any primary 
care provider who participates in our 
network and who is available to accept you 
or your family members. [If the plan or health 
insurance coverage designates a primary care 
provider automatically, insert: Until you 
make this designation, [name of group health 
plan or health insviranco issuer) designates 
one for you.] For information on how to 
select a primary care provider, and for a li.st 
of the participating primary care providers, 
contact the [plan administrator or issuer] at 
[insert contact information). 

(B) For plans and issuers that require 
or allow for the designation of a primary 
care provider for a child, add: 

For children, you may designate a 
pediatrician as the primary care 
provider, 

(C) For plans and issuers that provide 
coverage for obstetric or gynecological 
care and require the designation by a 
participant or beneficiary of a primary 
care provider, add: 

You do not need prior authorization from 
[name of group health plan or issuer] or from 
any other person (including a primary care 
provider) in order to obtain access to 
obstetrical or gynecological care from a 
health care professional in our network who 
specializes in obstetrics or gynecology. The 
health care professional, however, may be 
required to comply with certain procedures, 
including obtaining prior authorization for 
certain services, following a pre-approved 
treatment plan, or procedures for making 
referrals. For a li.st of participating health 
care professionals who specialize in 
obstetrics or gynecology, contact the [plan 


administrator or issuer) at {insert contact 
information). 

(b) Coverage of emeigency services — 
{!) Scope. If a group health plan, or a 
health insurance issuer offering group 
health insurance coverage, provides any 
benefits with respect to services in an 
emergency department of a hospital, the 
plan or issuer must cover emergency 
services (as defined in paragraph 
(b){4)(ii) of this section) consistent with 
the rules of this paragraph (b). 

(2) General rules. A plan or issuer 
subject to the r^uirements of this 
paragraph (b) must provide coverage for 
emergency services in the following 
manner — 

(i) Without the need for any prior 
authorization determination, even if the 
emergency services are provided on an 
out-of-network basis; 

(ii) Without regard to whether the 
health care provider furnishing the 
emergency services is a participating 
network provider with respect to the 
services; 

(iii) If the emergency services are 
provided out of network, without 
imposing any administrative 
requirement or limitation on coverage 
that is more restrictive than the 
requirements or limitations that apply to 
emergency services received from in- 
network providers; 

(iv) If the emergency services are 
provided out of network, by complying 
with the cost-sharing requirements of 
paragraph {b){3) of this section: and 

(v) Without regard to any other term 
or condition of the coverage, other 
than — 

(A) The exclusion of or coordination 
ofbenefits; 

(B) An affiliation or waiting period 
permitted under part 7 of ERISA, part A 
of title XXVII of the PHS Act, or chapter 
100 of the Internal Revenue Code: or 

(C) Applicable cost sharing. 

(3) Cost-sharing requirements — (i) 
Copayments and coinsurance. Any cost- 
sharing requirement expressed as a 
copayment amount or coinsurance rate 
imposed with respect to a participant or 
beneficiary for oul-of-nelwork 
emergency services cannot exceed the 
cost-sharing requirement imposed with 
respect to a participant or beneficiary if 
the services wore provided in-network. 
However, a participant or beneficiary . 
may be required to pay. in addition to 
the in-nctwork cost sharing, the excess 
of the amount the out-of-network 
provider charges over the amount the 
plan or issuer is required to pay under 
this paragraph {b)(3)(i). Agroup health 
plan or health insurance issuer complies 
with the requirements of this paragraph 
(b)(3) if it provides benefits with respect 


to an emergency service in an amount 
equal to the greatest of the three 
amounts specified in paragraphs 
(b)(3}(i}(A). (bK3){i)(B), and (b)(3Ki)(C) 
of this section (which are adjusted for 
in-network cost-sharing requirements). 

(A) The amount negotiated with in- 
network providers for the emergency 
service furnished, excluding any in- 
network copayment or coinsurance 
imposed with respect to the participant 
or beneficiary. If there is more than one 
amount negotiated with in-network 
providers for the emergency service, the 
amount described under this paragraph 
(bK3){i){A) is the median of these 
amounts, excluding any in-network 
copayment or coinsurance imposed 
with respect to the participant or 
beneficiary. In determining the median 
described in the preceding sentence, the 
amount negotiated with each in-network 
provider is treated as a separate amount 
(even if the same amount is paid to 
more than one provider). If there Is no 
per-service amount negotiated with in- 
network providers (such as under a 
capitation or other similar payment 
arrangement), the amount under this 
paragraph (b){3)(j)(A) is disregarded. 

(B) The amount for the emergency 
service calculated using the same 
method the plan generally uses to 
determine payments for out-of-network 
services (such as the usual, customary, 
and reasonable amount), excluding any 
in-nelwork copayment or coinsurance 
imposed with respect to the participant 
or beneficiary. The amount in this 
paragraph {b)(3)(i)(B) is determined 
without reduction for out-of-network 
cost sharing that generally applies under 
the plan or health insurance coverage 
with respect to out-of-network services. 
Thus, for example, if a plan generally 
pays 70 percent of the usual, customary, 
and reasonable amount for out-of- 
network services, the amount in this 
paragraph {b)(3)(i)(B) for an emergency 
service is the total (that is, 100 percent) 
of the usual, customary, and reasonable 
amount for the service, not reduced by 
the 30 percent coinsurance that would 
generally apply to out-of-network 
services (but reduced by the in-network 
copayment or coinsurance that the 
individual would be responsible for if 
the emergency service had been 
provided in-network). 

(C) The amount that would be paid 
under Medicare (part A or part B of title 
XVIII of the Social Security Act, 42 
U.S.C. 1395 et seq.) for the emergency 
service, excluding any in-network 
copayment or coinsurance imposed 
with respect to the participant or 
beneficiary. 

(ii) Other cost sharing. Any cost- 
sharing requirement other than a 
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copayment or coinsurance requirement 
{such as a deductible or out-of-pocket 
maximum) may be imposed with 
respect to emergency services provided 
out of network if the cost-sharing 
requirement generally applies to out-of- 
network benefits, A deductible may be 
imposed with respect to out-of-network 
emergency services only as part of a 
deductible that generally applies to out- 
of-network benefits, If an out-of-pocket 
maximum generally applies to out-of- 
nctwork benefits, that out-of-pocket 
maximum must apply to out-of-network 
emergency services. 

(iii) Examples. The rules of this 
paragraph fb)(3) are illustrated by the 
following examples. In all of these 
examples, the group health plan covers 
benefits with respect to emergency 
services. 

Example 1. {i} Fads. A group health plan 
imposes a 2.'5% coinsurance responsibility on 
individuals who are furnished emergency 
services, whether provided in network or out 
of network. If a covered individual notifies 
the plan within two business days after the 
day an individual receives treatment in an 
emergency department, the plan reduces the 
coinsurance rate to 15%, 

(ii) Conclusion. In this Example 1, the 
requirement to notify the plan in order to 
receive a reduction in the coinsurance rate 
does not violate the requirement that the plan 
cover emergency services without the need 
for any prior authorization determination. 
This is the result even if the plan required 
that it be notified before or at the time of 
receiving services at the emergency 
department in order to receive a reduction in 
the coinsurance rate. 

Example 2. (i) Facts. A group health plan 
imposes a S60 copayment on emergency 
services without preauthorization, whether 
provided in-notwork or out-of-network. If 
emergency services arc preavithorized, die 
plan waives the copayment, even if it later 
detonninas die medical condition was not an 
emergency medical condition. 

(ii) Conclusion, In this Example 2, by 
requiring an individual to pay more for 
emergency services if die individual docs not 
obtain prior authorization, the plan violates 
the requirement that the plan cover 
emergency services without the need for any 
prior authorization determination, {By 
contrast, if, to have the copayment waived, 
the plan merely required that it be notified 
rather than a prior authorization, then the 
plan would not violate the requirement that 
the plan cover emergency S8rvice.s without 
die need for any prior authorization 
determination.) 

Example 3. (i) Facts. A group health plan 
covers individuals who receive emergency 
services with respect to an emergency 
medical condition from an out-of-network 
provider. The plan has agreements with in- 
network providers with respect to a certain 
emergency service. Each provider has agreed 
to provide the service for a certain amount. 
Among all the providers for the service; One 
has agreed to accept S85. two have agreed to 


accept $100, two have agreed to accept $ 110 , 
three have ^reed to accept $ 120 , and one has 
agreed to accept $150. Under the agreement, 
the plan agrees to pay the providers 80% of 
the agreed amount, with the individtial 
receiving the service responsible for the 
remaining 20%. 

(ii) Conclusion. In this Example 3, the 
values taken into account in determining the 
median are $85, $100. $100, $110, $110, 

$120, $120, $120, and $150. Therefore, the 
median amount among those agreed to for the 
emergency service is $110, and the amount 
under paragraph (b){3}(!)(A) of this section is 
80% of $110 ($88). 

Example 4. (i) Facts. Same focts as 
Example 3. Subsequently, the plan adds 
another provider to its network, who has 
agreed to accept $150 for the emergency 
service. 

(ii) Conclusion. In this Example 4, the 
median amount among those agreed to for the 
emergency service is $115. (Because there is 
no one middle amount, the median is the 
average of the two middle amounts, $110 and 
$120.) Accordingly, the amount under 
paragraph {b)(3)(i){A) of this section is 80% 
ofSllS ($92). 

Example 5. (i) Facts. Same facts as 
Example 4. An individual covered by the 
plan receives the emergency service from an 
out-of-nelwork provider, who charges $125 
for the service. With respect to services 
provided by out-of-networic providers 
generally, plan reimburses covered 
individuals 50% of the reasonable amount 
charged by the provider for medical services. 
Fur this purpose, the reasonable amount for 
any service is based on information on 
cliarges by all providers collected by a third 
party, on a zip-code-by-zip-code basis, with 
the plan treating charges at a specified 
percentile as reasonable. For the emergency 
service received by the individual, the 
reasonable amount calculated using this 
method is $116. The amount that would be 
paid under Medicare for the emergency 
service, excluding any copayment or 
coinsurance for the service, is $80. 

(ii) Conclusion. In this Example 5, the plan 
is responsible for paying $92.80, 80% of 
5116. The median amount among those 
agreed to for the emergency service is $115 
and the amount the plan would pay is $92 
(80% of $115); the amount calculated using 
the same method tlic plan uses to determine 
payments for out-of-network services — 

$ 116 — excluding tlie in-nelwork 20% 
coinsurance, is $92.80; and the Medicare 
payment is $80. Thus, the greatest amount is 
$92.80. The individual is responsible for the 
remaining $32.20 chaiged by the out-of- 
network provider. 

Example 6, (i) Facts. Same facts as 
Example 5. The group health plan generally 
imposes a $250 deductible for in-network 
health care. With respect to all health care 
provided by out-of-networic providers, the 
plan imposes a $500 deductible. (Covered in- 
network claims are credited against the 
deductible.) The individual has incurred and 
submitted $260 of cxiver^ claims prior to 
receiving the emergency service out of 
network. 

(ii) Conclusion. In this Example 6. the plan 
is not responsible for paying anything with 


respect to the emergency service furnished by 
the out-of-network provider because the 
covered individual has not satisfied the 
higher deductible that applies generally to all 
health care provided out of network. 
However, the amount the individual is 
required to pay is credited against the 
deductible. 

(4) Definitions. The definitions in this 
paragraph (b)(4) govern in applying the 
provisions of this paragraph (b). 

(i) Emergency medical condition. The 
term emergency medical condition 
means a medical condition manifesting 
itself by acute symptoms of sufficient 
severity (including severe pain) so that 
a prudent layperson, who possesses an 
average knowledge of health and 
medicine, could reasonably expect the 
absence of immediate medical attention 
to result in a condition described in 
clause (i), (ii), or (iii) of section 
1867(e)(1)(A) of the Social Security Act 
(42 U.S.C. 1395dd(e){l)(A)). (In that 
provision of the Social Security Act, 
clause (i) refers to placing the health of 
the individual (or, with respect to a 
pregnant woman, the health of the 
woman or her unborn child) in serious 
jeopardy: clause (ii) refers to serious 
impairment to bodily functions: and 
clause (iii) refers to serious dysfunction 
of any bodily organ or part.) 

(ii) Emergency services. The term 
emergency services means, with respect 
to an emergency medical condition — 

(A) A medical screening examination 
(as required under section 1867 of the 
Social Security Act, 42 U.S.C. 1395dd) 
that is within the capability of the 
emergency department of a hospital, 
including ancillary services routinely 
available to the emergency department 
to evaluate such emergency medical 
condition, and 

(B) Such further medical examination 
and treatment, to the extent they are 
within the capabilities of the staff and 
facilities available at the hospital, as are 
required under section 1867 of the 
Social Security Act (42 U.S.C. 1395dd} 
to stabilize the patient. 

(iii) Sta6i7ize. The term to stabilize. 
with respect to an emergency medical 
condition (as defined in paragraph 

(b)(4)(i) of this section) has the meaning 
given in section 1867(e)(3) of the Social 
Security Act (42 U.S.C. 1395dd{e)(3)). 

(c) Effective/applicability date. The 
provisions of this section apply for plan 
years beginning on or after September 
23, 2010. See § 54.9815-1251T for 
determining the application of this 
section to grandfathered health plans 
(providing that these rules regarding 
patient protections do not apply to 
grandfathered health plans). 

(d) Expiration date. This section 
expires on June 21, 2013, 
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PART 602~[AMENDED] 

■ Par. 8. The authority citation for part 
602 continues to read in part as follows: 

Authority: 26 U.S.C. 7805 ‘ * * 

■ Par. 9. Section 602.101(b) is amended 
by adding the following entries in 
numerical order to the table to read as 
follows: 

§682.101 0MB control numbers. 


(b) * * * 

CFR part or section where Current 0MB 
identified and described control No. 


54.9815- 27111 1545-2179 

54.9815- 2712T 1545-2180 

54,981=^271 9AT 1545-2181 


Department of Labor 
Employee BeneiSts Security 
Administration 
29 CFR Chapter XXV 

■ For reasons stated in the preamble, 
EBSA amends 29 CFR part 2590 as 
follows: 

PART 2590— RULES AND 
REGULATIONS FOR GROUP HEALTH 
PLANS 

■ 1 . The authority citation for part 2590 
continues to read as follows: 

Authority; 29 U.S.C, 1027, 1059, 1135, 
1161-1168, 1169, 1181-1183, 1181 note, 
1185, lieSa, H85b, 1191, 1191a, 1191b, and 
1191i;; sec. 101(g), Pub, L, 104-191, 110 Stat. 
1936; sec. 401(b), Pub. L, 105-200, 112 Stat. 
645 (42 U.S.C, 651 note); sec. 512(d), Pub. L. 
110-343, 122 Stat. 3881; sac, 1001. 1201. and 
t562(e), Pub, L. 111-148, 124 Stat. 119, as 
amended by Pub. L. 111-152, 124 Stat. 1029; 
Secretary of Labor’s Order 6-2009, 74 FR 
21524 (May 7. 2009), 

Subpari B — Other Requirements 

■ 2. Section 2590.701-2 is amended by 
revising the definition of preexisting 
condition exclusion to read as follows: 

§2590.701-2 Definitions. 

Preexisting condition exclusion means 
a limitation or exclusion of benefits 
(including a denial of coverage) based 
on the fact that the condition was 
present before the effective date of 
coverage (or if coverage is denied, the 
date of the denial) under a group health 
plan or group or individual health 
insurance coverage (or other coverage 


provided to federally eligible 
individuals pursuant to 45 CFR part 
148), whether or not any medical 
advice, diagnosis, care, or treatment was 
recommended or received before that 
day. A preexisting condition exclusion 
includes any limitation or exclusion of 
benefits (including a denial of coverage) 
applicable to an individual as a result of 
information relating to an individual’s 
health status before the individual’s 
effective date of coverage (or if coverage 
is denied, the date of the denial) under 
a group health plan, or group or 
individual health insurance coverage (or 
other coverage provided to Federally 
eligible individuals pursuant to 45 CFR 
part 148), such as a condition identified 
as a result of a pre-enrollment 
questionnaire or physical examination 
given to the Individual, or review of 
medical records relating to the pre- 
enrollment period. 

■ 3. Section 2590.701-3 is amended by 
revising paragraph {a)(l)(i) to read as 
follows: 

§ 2590.701-3 Limitations on preexisting 
conditiort exclusion period. 

(a) • ‘ * 

( 1 ) * * * 

(1) A preexisting condition exclusion 
means a preexisting condition exclusion 
within the meaning set forth in 
§2590.701-2 of this part. 

■ 4. Section 2590.715-2704 is added to 
subpari C to read as follows: 

§ 2590.71 5-2704 ProhiUtion of preexisting 
condition exclusions. 

(a) No preexisting condition 
exclusions — (1) In general. A group 
health plan, or a health insurance issuer 
offering group health insurance 
coverage, may not impose any 
preexisting condition exclusion (as 
defined in § 2590.701-2 of this part). 

(2) Examples. The rules of this 
paragraph (a) arc illustrated by the 
following examples (for additional 
examples illustrating the definition of a 
preexisting condition exclusion, see 

§ 2590.701-3{a)(l)(ii) of lhi.s part): 

Example 1. (i) Facts. A group health plan 
provides benefits solely through an insurance 
policy offered by Issuer F. At the expiration 
of the policy, the plan switches coverage to 
a policy offered by Issuer N. N's policy 
excludes benefits for oral surgery required as 
a result of a traumatic injury if the injury 
occurred before the effective date of coverage 
under the policy. 

(ii) Conciusion. In this Example 1, the 
exdu.sion of benefits for oral surgery required 
as a result of a traumatic injury if the injury 
occurred before the efective date of coverage 
is a preexisting condition exclusion because 


it operates to exclude benefits for a condition 
based on the fact that the condition was 
pre.sent before tlie effective date of coverage 
under the policy. 

Example 2. (i) Facts. Individual C applies 
for individual health insurance coverage with 
Issuer M. M denies C’s application for 
coverage because a pre-enrollment physical 
revealed tliat Chas type 2 diabetes. 

(ii) Conclusion. See Example 2 in 45 CFR 
147.108(a)(2) for a conclusion tliat M’s denial 
of C’s application for coverage is a 
preexisting condition exclusion because a 
denial of an application for coverage based 
on the fact that a condition was present 
before the date of denial is an exclusion of 
benefits based on a preexisting condition, 

(b) Applicability— [1] General 
applicability date. Except as provided in 
paragraph (b)(2) of this section, the rules 
of this section apply for plan years 
beginning on or after January 1, 2014, 

(2) Early applicability date for 
children. The rules of this section apply 
with respect to enrollees, including 
applicants for enrollment, who are 
under 19 years of age for plan years 
beginning on or after September 23, 
2010. 

(3) Applicability to grandfathered 
health plans. See §2590.715-1251 of 
this part for determining the application 
of this section to grandfathered health 
plans (providing that a grandfathered 
health plan that is a group health plan 
or group health insurance coverage must 
comply with the prohibition against 
preexisting condition exclusions). 

(4) Example. The rules of this 
paragraph fb) are illustrated by the 
following example: 

Example. (1) Facts. Individual F 
commences employment and enrolls F and 
F’s 16-year-old child in the group health plan 
maintained by F's employer, with a first aay 
of coverage of October 15, 2010, F’s child had 
a significant break in coverage because of a 
lapse of more than 63 days without creditable 
coverage immediately prior to enrolling in 
the plan. F’s child was treated for asthma 
within the six-month period prior to the 
enrollment date and die plan imposes a 12- 
month preexisting condition exclusion for 
coverage of asthma, The next plan year 
begins on January 1, 2011. 

(ii) Conclusion. In this Example, the plan 
year beginning January 1, 2011 is the first 
plan year of the group health plan beginning 
on or after September 23, 2010. Thus, 
beginning on January 1, 2011, because the 
child is under 19 years of age. the plan 
cannot impose a preexisting condition 
exclusion with respect to the child’s asthma 
regardless of the fact that the preexisting 
condition exclusion was imposed by the plan 
before the applicability date of thivS provision. 

■ 5. Section 2590.715-2711 is added to 
subpart C to read as follows: 

§2590.715-2711 No lifetime or annual 
limits. 

(a) Prohibition — (1) Lifetime limits. 
Except as provided in paragraph (b) of 
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this section, a group health plan, or a 
health insurance issuer offering group 
health insurance coverage, may not 
establish any lifetime limit on the dollar 
amount of benefits for any individual. 

(2) Annual limits — (i) General rule. 
Except as provided in paragraphs 
(aK2Kii), (b), and (d) of this section, a 
group health plan, or a health insurance 
issuer offering group health insurance 
coverage, may not establish any annual 
limit on the dollar amount of benefits 
for any individual, 

(ii) Exception for health flexible 
spending arrangements. A health 
flexible spending arrangement (as 
defined in section 106(c)(2l of the 
Internal Revenue Code) is not subject to 
the requirement in paragraph {a)(2)(i) of 
this section. 

(b) Construction — (1) Permissible 
limits on specific covered benefits. The 
rules of this section do not prevent a 
group health plan, or a health insurance 
issuer offering group health insurance 
coverage, from placing annual or 
lifetime dollar limits with respect to any 
individual on specific covered benefits 
that are not essential health benefits to 
the extent that such limits are otherwise 
permitted under applicable Federal or 
State law. (The scope of essential health 
benefits is addressed in paragraph (c) of 
this section), 

(2) Condition-based exclusions. The 
rules of this section do not prevent a 
group health plan, or a health insurance 
issuer offering group health insurance 
coverage, from excluding all benefits for 
a condition. However, if any benefits are 
provided for a condition, then the 
requirements of this section apply. 

Other requirements of Federal or State 
law may require coverage of certain 
benefits, 

(c) Definition of e.ssential health 
benefits. The term “essential health 
benefits” means essential health benefits 
under section 1302(b) of the Patient 
Protection and Affordable Care Act and 
applicable regulations. 

(d) Bestricted annual limits 
permissible prior to 2014 — (1) In 
general. With respect to plan years 
beginning prior to January 1, 2014, a 
group health plan, or a health insurance 
issuer offering group health insurance 
coverage, may establish, for any 
individual, an annual limit on the dollar 
amount of benefits that are essential 
health benefits, provided the limit is no 
less than the amounts in the following 
schedule: 

(i) For a plan year beginning on or 
after September 23, 2010, but before 
September 23, 2011, $750,000. 

(ii) For a plan year beginning on or 
after September 23, 2011, but before 
September 23, 2012, $1,250,000. 


(iii) For plan years beginning on or 
after Septemter 23, 2012, but before 
Janua^ 1, 2014, $2,000,000. 

(2) Only essential health benefits 
taken into account. In determining 
whether an individual has received 
benefits that meet or exceed the 
applicable amount described in 
paragraph (d)(1) of this section, a plan 
or issuer must take into account only 
essential health benefits. 

(3) Waiver authority of the Secretary 
of Health and Human Services. For plan 
years beginning before January 1, 2014, 
the Secretary of Health and Human 
Services may establish a program under 
which the requirements of paragraph 
(d)(1) of this section relating to annual 
limits may be waived (for such period 
as is specified by the Secretary of Health 
and Human Services) for a group health 
plan or health insurance coverage that 
has an annual dollar limit on benefits 
below the restricted annual limits 
provided under paragraph (d)(1) of this 
section if compliance with paragraph 
(d)(1) of this section would result in a 
significant decrease in access to benefits 
under the plan or health insurance 
coverage or would significantly increase 
premiums for the plan or health 
insurance coverage. 

(e) Transitional rules for individuals 
whose coverage or benefits ended by 
reoson of reaching a lifetime limit — (1) 

In general. The relief provided in the 
transitional rules of this paragraph (e) 
applies with respect to any individual — 

(1) Whose coverage or benefits under 
a group health plan or group health 
insurance coverage ended by reason of 
reaching a lifetime limit on the dollar 
value of all benefits for any individual 
(which, under this section, is no longer 
permissible); and 

(ii) Who becomes eligible (or is 
required to become eligible) for benefits 
not subject to a lifetime limit on the 
dollar value of all benefits under the 
group health plan or group health 
insurance coverage on the first day of 
the first plan year beginning on or after 
September 23, 2010, by reason of the 
application of this section. 

(2) Notice and enrollment opportunity 
requirements-ii) If an individual 
described in paragraph {e)(l) of this 
section is eligible for benefits (or is 
required to become eligible for benefits) 
under the group health plan — or group 
health insurance coverage — described in 
paragraph (e)(1) of this section, the plan 
and the issuer are required to give the 
individual written notice that the 
lifetime limit on the dollar value of all 
benefits no longer applies and that the 
individual, if covert, is once again 
eligible for benefits under the p!€m. 
Additionally, if the individual is not 


enrolled in the plan or health insurance 
coverage, or if an enrolled individual is 
eligible for but not enrolled in any 
benefit package under the plan or health 
insurance coverage, then the plan and 
issuer must also give such an individual 
an opportunity to enroll that continues 
for at least 30 days (Including written 
notice of the opportunity to enroll). The 
notices and enrollment opportunity 
required under this paragraph (e)(2)(i) 
must be provided beginning not later 
than the first day of the first plan year 
beginning on or after September 23, 

2010 . 

(ii) The notices required under 
paragraph {e)(2){i) of this section may be 
provided 1o an employee on behalf of 
the employee’s dependent, In addition, 
the notices may be included with other 
enrollment materials that a plan 
distributes to employees, provided the 
statement is prominent. For either 
notice, if a notice satisfying the 
requirements of this paragraph (e)(2) is 
provided to an individual, the 
obligation to provide the notice with 
respect to that individual is satisfied for 
both the plan and the issuer. 

(3) Effective date of coverage. In the 
case of an individual who enrolls under 
paragraph {e)(2) of this section, coverage 
must take effect not later than the first 
day of the first plan year beginning on 
or after September 23, 2010. 

(4) Treatment ofenrolleesin agroup 
health plan. Any individual enrolling in 
a group health plan pursuant to 
paragraph (e)(2) of this section must be 
treated as if the individual were a 
special enrolloo, as provided under the 
rules of § 2590.701-6{d) of this part. 
Accordingly, the individual (and, if the 
individual would not be a participant 
once enrolled in the plan, the 
participant through whom the 
individual is otherwise eligible for 
coverage under the plan) must be 
offered all the benefit packages available 
to similarly situated individuals who 
did not lose coverage by reason of 
reaching a lifetime limit on the dollar 
value of all benefits. For this purpose, 
any difference in benefits or cost- 
sharing requirements constitutes a 
different benefit package. The 
individual also cannot be required to 
pay more for coverage than similarly 
situated individuals who did not lose 
coverage by reason of reaching a lifetime 
limit on the dollar value of all benefits. 

(5) Examples. The rules of this 
paragraph (e) are illustrated by the 
following examples; 

Example 1. (i) Facts. Employer Y maintains 
a group health plan with a calendar year plan 
year. The plan has a single benefit package. 
For plan years beginning before September 
23, 2010, the plan has a lifetime limit on the 
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dollar value of ail benefits. Individual B, an 
employee of Y, was enrolled in F's group 
health plan at the beginning of the 2008 plan 
year. On June 10, 2008, B incurred a claim 
for benefits that exceeded the lifetime limit 
under Y's plan and ceased to be enrolled in 
the plan. Bis still eligible for coverage under 
y's group health plan. On or before January 
1. 2011, y’s group health plan gives B written 
notice informing B that the lifetime limit on 
the dollar value of all benefits no longer 
applies, that individuals whose coverage 
ended by reason of reaching a lifetime limit 
under the plan are eligible to enroll in the 
plan, and that individuals can reque.st such 
enrollment through February 1 , 2011 with 
enrollment effective retroactively to January 
1, 2011. 

(ii) Conclusion. In this Example 1, the plan 
has complied with the requirements of this 
paragraph (e) by providing a timely written 
notice and enrollment opportunity to B that 
lasts at least 30 days. 

Example 2. (i) Facts. Employer Z maintains 
a group health plan with a plan year 
beginning October 1 and ending September 
30. Prior to October 1, 2010, the group health 
plan has a lifetime limit on the dollar value 
of all benefits. Individual D, an employee of 
Z, and Individual E. D’s child, were enrolled 
in family coverage under Z‘s group health 
plan for the plan year beginning on October 
1, 2008, On May i, 2009, E incurred a claim 
for benefits that exceeded the lifetime limit 
under Z's plan. D dropped family coverage 
but remains an employee of Z and i.s still 
eligible for coverage under Z’s group health 
plan. 

{ii) Conefusion, In this Example 2. not later 
than October 1, 2010, the plan must provide 
D and E an opportunity to enroll (including 
written notice of an opportunity to enroll) 
that continues for at least 30 days, with 
enrollment effective not later than October 1. 
2010 . 

Example 3. (1) Facts. Same facts as 
Example 2, except that Z’s plan had two 
benefit packages (a low>cost and a high-cost 
option). Instead of dropping coverage. D 
switched to the low-cost benefit package 
option. 

(ii) Conclusion. In this Example 3, not later 
than October 1, 2010, the plan must provide 
D and E an opportunity to enroll in any 
benefit package available to similarly situated 
individuals who enroll when first eligible. 
The plan would have to provide D and Ethe 
opportunity to enroll in any benefit package 
available to similarly situated individuals 
who enroll when first eligible, even if D had 
not switched to the low-cost benefit package 
option, 

Example 4. (i) Facts. Employer Q 
maintains a group health plan with a plan 
year beginning October 1 and ending 
September 30. For the plan year beginning on 
October 1, 2009, Qhas an annual limit on the 
dollar value of all benefits of $500,000. 

(ii) Conclusion. In this Example 4, Q must 
raise the annua! limit on the dollEu: value of 
essential health benefits to at least $750,000 
for the plan year beginning October 1 , 2010. 
For the plan year beginning October 1, 2011, 
Q must raise the annual limit to at least $1 .25 
million. For the plan year beginning October 
1, 2012. Qmust raise the annual limit to at 
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least $2 million. Q may also impose a 
re.stricted annual limit of $2 imllion for the 
plan year begiiming October 1, 2013. After 
the conclusion of that plan year, Q cannot 
impose an overall annual limit. 

Example 5. (i) Facts. Same facts as 
Example 4, except that the annual limit for 
the plan year beginning on October 1. 2009 
is SI million and Q lowers the annual limit 
for the plan yrar beginnii^ October 1, 2010 
to S750.(K)0. 

(ii) Coiic/usjon. In this Example 5, Q 
complies with the requirements of this 
paragraph (e). However, Q's choice to lower 
its annual limit means that under 
§ 2590.715-J251(g)(lMvi){C), tlus group 
health plan will cease to be a grandfathered 
health plan and wdl! be gencrdly subject to 
all of the provisions of PHS Act sec;tions 2701 
through 2719A. 

(f) Applicability date. The provisions 
of this section apply for plan years 
beginning on or Aer September 23, 
2010. See § 2590.715-1251 of this Part 
for determining the application of this 
section to grandfathered health plans 
(providing that the prohibitions on 
lifetime and annual limits apply to all 
grandfathered health plans that are 
group health plans and group health 
insurance coverage, including the 
special rules regarding restricted annual 
limits). 

■ 6. Section 2590.715-2712 is added to 
subpart C to read as follows: 

§2590.715-2712 Rules regarding 
rescissions. 

(a) Prohibition on rescissions— (^) A 
group health plan, or a health insurance 
issuer offering group health insurance 
coverage, must not rescind coverage 
under the plan, or under the policy, 
certificate, or contract of insurance, with 
respect to an individual (including a 
group to which the individual belongs 
or family coverage in which the 
individual is included) once the 
individual is covered under the plan or 
coverage, unless the individual (ora 
person seeking coverage on behalf of the 
individual) performs an act, practice, or 
omission that constitutes fraud, or 
unless the individual makes an 
intentional misrepresentation of 
material fact, as prohibited by the terms 
of the plan or coverage. A group health 
plan, or a health insurance issuer 
offering group health insurance 
coverage, must provide at least 30 days 
advance written notice to each 
participant who would be affected 
before coverage may be rescinded under 
this paragraph (a)( 1 ), regardless of 
whether the coverage is insured or self- 
insured, or whether the rescission 
applies to an entire group or only to an 
individual within the group. (The rules 
of this paragraph (a)(1) apply regardless 
of any contestability period that may 
otherwise apply.) 


(2) For purposes of this section, a 
rescission is a cancellation or 
discontinuance of coverage that has 
retroactive effect. For example, a 
cancellation that treats a policy as void 
from the time of the individual’s or 
group’s enrollment is a rescission. As 
another example, a cancellation that 
voids benefits paid up to a year before 
the cancellation is also a rescission for 
this purpose. A cancellation or 
discontinuance of coverage is not a 
rescission if- 

(i) The cancellation or discontinuance 
of coverage has only a prospective 
effect: or 

(ii) The cancellation or 
discontinuance of coverage is effective 
retroactively to the extent it is 
attributable to a failure to timely pay 
required premiums or contributions 
towards the cost of coverage. 

(3) The rules of this paragraph (a) are 
illustrated by the following examples: 

Example 1. (i) Facts. Individual A seeks 
enrollment in an insured group health plan. 
The plan terms permit rescission of coverage 
with respect to an individual if the 
individual engages in fraud or makes an 
intentional misrepresentation of a material 
fact. The plan requires A to complete a 
questionnaire regarding A 's prior medical 
history, which affects setting die group rate 
by the health insurance issuer. The 
questionnaire complies with the other 
requirements of this part. The questionnaire 
includes the following question; “Is there 
anything else relevant to your health that we 
should know'?” A inadvertently fails to list 
that A visited a psychologist on two 
occasions, six years previously. A is later 
diagnosed witli breast cancer and seeks 
benefits under the plan. On or around the 
same time, the issuer receives information 
about A’s visits to the pisychologist, which 
was not disclosed in the questionnaire. 

(ii) Conclusion. In this Example 1. the plan 
cannot rescind A’s coverage because A's 
failure to disetase the visits to the 
psychologist was inadvertent, Therefore, it 
was not fiaudulent or an intentional 
misrepresentation of material fact. 

Example 2. (i) Facts. An employer sponsors 
a group health plan that provides coverage 
for employees who work at least 30 hours per 
week. Individual B has coverage under the 
plan as a full-time employee. The employer 
reassigns B to a part-time position. Under the 
terms of the plan, B is no longer eligible for 
coverage. The plan mistakenly continues to 
provide health coverage, collecting premiums 
from B and paying claims submitted by S. 
After a routine audit, the plan discovers that 
8 no longer works at least 30 hours per week. 
The plan rescinds B’s coverage effective as of 
the date that B changed from a full-time 
employee to a part-time employee. 

(ii) Conclusion. In this Example 2, the plan 
cannot rescind B's coverage because there 
was no fraud or an intentional 
mivsrepresentation of material fact. The plan 
may cancel coverage for B prospectively, 
subject to other applicable Federal and State 
laws. 
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(b) Compliance with other 
requirements. Other requirements of 
Federal or State law may apply in 
connection with a rescission of 
coverage. 

(c) Applicability date. The provisions 
of this section apply for plan years 
beginning on or after September 23, 
2010. See §2590.715-1251 of this part 
for determining the application of this 
section to grandfathered health plans 
(providing that the rules regarding 
rescissions and advance notice apply to 
all grandfathered health plans), 

■ 7. Section 2590.715-2719A is added 
to subpart C to read as follows: 

§ 2530.71 5-271 SA Patient protections. 

(a) Choice of health care professional- 

(1) Designation of primary care 
provider — (i) In general. If a group 
health plan, or a health insurance issuer 
offering group health insurance 
coverage, requires or provides for 
designation by a participant or 
beneficiar}' of a participating primary 
care provider, then the plan or issuer 
must permit each participant or 
beneficiary to designate any 
participating primary care provider who 
is available to accept the participant or 
beneficiary. In such a case, the plan or 
issuer must comply with the rules of 
paragraph (a)(4) of this section by 
informing each participant of the terms 
of the plan or health insurance coverage 
regarding designation of a primary care 
provider, 

(ii) Example. The rules of this 
paragraph (a)(1) are illustrated by the 
following example: 

Example, (i) Facts. A group health plan 
requires individuals covered under the plan 
to designate a primary care provider. The 
plan permits each individual to designate 
any primary care provider participating in 
the plan's network who is available to accept 
the individual as the individual's primary 
care provider. If an individual has not 
designated a primary care provider, the plan 
designates one until one has been de.signated 
by the individual. The plan provides a imtice 
that satisfies the requirements of paragraph 
(a)(4) of this section regarding tlie ability to 
designate a primary care provider. 

(ii) Conclusion. In this Example, the 
plan has satisfied the requirements of 
paragraph (a) of this section. 

(2) Designation of pediatrician as 
primary care provider — (i) In general. If 
a group health plan, or a health 
insurance issuer offering group health 
insurance coverage, requires or provides 
for the designation of a participating 
primary care provider for a child by a 
participant or beneficiary, the plan or 
issuer must permit the participant or 
beneficiary to designate a physician 
(allopathic or osteopathic) who 


75, No. 123/Monday, June 28, 2010/Rules and Regulations 


specializes in pediatrics as the child’s 
primary care provider if the provider 
participates in the network of the plan 
or issuer and is available to accept the 
child. In such a case, the plan or issuer 
must comply with the rales of 
paragraph (a){4} of this section by 
informing each participant of the terms 
of the plan or health insurance coverage 
regarding designation of a pediatrician 
as the child’s primary care provider. 

(ii) Construction. Nothing in 
paragraph (a]{2)(i) of this section is to be 
construed to waive any exclusions of 
coverage under the terms and 
conditions of the plan or health 
insurance coverage with respect to 
coverage of pediatric care. 

(iii) Examples. The rules of this 
paragraph {a)(2) are illustrated by the 
following examples: 

Example 1. {») Facts. A group health plan's 
HMO designates for each participant a 
physician who specializes in internal 
medicine to serve as the primary care 
provider for the participant and any 
beneficiaries. Participant A requests that 
Pediatrician B be designated as the primary 
care provider for A 's child. 8 is a 
participating provider in the HMD’s network. 

(ii) Conclusion. In this Example 1, the 
HMO must permit A ’s designation of B as the 
primary care provider for A’s child in order 
to comply with the requirements of this 
paragraph fa)(2}. 

Example 2. (i) Facts. Same facts as 
Example 1. except that A takes A 's child to 
B for treatment of the child's severe shellfish 
allergies. B wishes to refer A 's child to an 
allergist for treatment. The HMO. however, 
does not provide coverage for treatment of 
food allergies, nor docs it have an allergist 
participating in its network, and it therefore 
refuses to authorize the referral. 

(ii) Conclusion. In this Example 2. the 
HMO ha.s not violated the requirements of 
this paragraph (a)( 2 ) because the exclusion of 
treatment for food allergies is in accordance 
witli the terms of A 's coverage. 

(3) Patient access to obstetrical and 
gynecological care — (i) General rights — 
(A) Direct access. A group health plan, 
or a health insurance issuer offering 
group health insurance coverage, 
described in paragraph (a)(3)(ii) of this 
section may not require authorization or 
referral by the plan, issuer, or any 
person (including a primary care 
provider) in the case of a female 
participant or beneficiary who seeks 
coverage for obstetrical or gynecological 
care provided by a participating health 
care professional who specializes in 
obstetrics or gynecology. In such a case, 
the plan or issuer must comply with the 
rules of paragraph {a)(4) of this section 
by informing each participant that the 
plan may not require authorization or 
referral for obstetrical or gynecological 
care by a participating health care 
professional who specializes in 


obstetrics or gynecology. The plan or 
issuer may require such a professional 
to agree to otherwise adhere to the 
plan’s or issuer’s policies and 
procedures, including procedures 
regarding referrals and obtaining prior 
authorization and providing services 
pursuant to a treatment plan (if any) 
approved by the plan or issuer. For 
purposes of this paragraph (a)(3). a 
health care professional who specializes 
in obstetrics or gynecology is any 
individual (including a person other 
than a physician) who is authorized 
under applicable State law to provide 
obstetrical or gynecological care. 

(B) Obstetrical and gynecological 
care. A group health plan or health 
insurance issuer described in paragraph 
(a)(3){ii) of this section must treat the 
provision of obstetrical and 
gynecological care, and the ordering of 
related obstetrical and gynecological 
items and services, pursuant to the 
direct access described under paragraph 
(a}(3)(i)(A) of this section, by a 
participating health care professional 
who specializes in obstetrics or 
gynecology as the authorization of the 
primary care provider. 

(ii) Application of paragraph. A group 
health plan, or a health insurance issuer 
offering group health insurance 
coverage, is described in this paragraph 
(a)(3) if the plan or issuer — 

(A) Provides coverage for obstetrical 
or gynecological care; and 

(B) Requires the designation by a 
participant or beneficiary of a 
participating primary care provider. 

(iii) Consfrucrion. Nothing in 
paragraph (a)(3)(i) of this section is to be 
construed to — 

(A) Waive any exclusions of coverage 
under the terms and conditions of the 
plan or health insurance coverage with 
respect to coverage of obstetrical or 
gynecological care; or 

(B) Preclude the group health plan or 
health insurance issuer involved from 
requiring that the obstetrical or 
gynecological provider notify the 
primary care health care professional or 
the plan or issuer of treatment 
decisions, 

(iv) Examples. The rules of this 
paragraph (a)(3) axe illustrated by the 
following examples: 

Example 1. (i) Facts. A group health plan 
requires each participant to designate a 
physician to serve as the primary care 
provider for the participant and the 
participant’s family. Participant A, a female, 
requests a gynecological exam with Physician 
B, an in-network physician specializing in 
gynecological care. The group health plan 
requires prior authorization from A ’s 
designated primary care provider for the 
gynecological exam. 
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(ii) Conclusion, in this Example 1. the 
group health plan has violated the 
requirements of this paragraph {aK3) because 
the plan requires prior authorization from yt's 
primary care provider prior to obtaining 
gynecological services. 

Example 2. (i) Facts. Same facts as 
Example 1 except that A seeks gynecological 
services from C, an out-of-network provider. 

(ii) Conclusion. In tliis Example 2, the 
group health plan has not violated the 
requirements of this paragraph (a)(3) by 
requiring prior authorization because C is not 
a participating health care provider. 

Example 3. (i) Facts. Same facts as 
Example 1 except that the group health plan 
only requires B to inform A 's designated 
primary care physician of treatment 
decisions. 

(ii) Conclusion. In this Example 3, the 
group healtlj plan has not violated the 
requirements of this paragraph (a)(3) because 
A has direct access to B without prior 
authorization. The fact that the group health 
plan requires notification of treatment 
decisions to the designated primary care 
physician does not violate this paragraph 
(a)(3). 

Example 4. (i) Facts. A group health plan 
requires each participant to designate a 
physician to serve as the primary care 
provider for the participant and the 
participant’s femily. The group health plan 
requires prior authorization before providing 
benefits for uterine fibroid embolization. 

(ii) Conclusion. In this Example 4, the plan 
requirement for prior authorization before 
providing benefits for uterine fibroid 
embolization does not violate the 
requirements of this paragraph (a)(3) because, 
though the prior authorization requirement 
applies to obstetrical services, it does not 
restrict access to any providers specializing 
in obstetrics or gynecology. 

(4) Notice of right to designate a 
primary care provider — (i) In general. If 
a group health plan or health insurance 
issuer requires the designation by a 
participant or beneficiary of a primary 
care provider, the plan or issuer must 
provide a notice informing each 
participant of the terms of the plan or 
health insurance coverage regarding 
designation of a primary care provider 
and of the rights — 

(A) Under paragraph (a)(l)(i) of this 
section, that any participating primary 
care provider who is available to accept 
the participant or beneficiary can be 
designated; 

(B) Under paragraph {a)(2Ki) of this 
section, with respect to a child, that any 
participating physician who specializes 
in pediatrics can be designated as the 
primary care provider; and 

(C) Under paragraph {a}{3}{i) of this 
section, that the plan may not require 
authorization or referral for obstetrical 
or gynecological care by a participating 
health care professional who specializes 
in obstetrics or eynecology. 

(ii) Timing. The notice described in 
paragraph (a)(4)(i) of this section must 


he included whenever the plan or issuer 
provides a participant with a summary 
plan description or other similar 
description of benefits under the plan or 
health insurance coverage. 

(iij) Model language. The following 
model language can be used to satisfy 
the notice requirement described in 
paragraph (a){4)(i} of this section: 

(A) For plans and issuers that require 
or allow for the designation of primary 
care providers by participants or 
beneficiaries, insert: 

[Name of group health plan or health 
insurance issuer] generally {requires/altowsi 
the designation of a primary care provider. 
You have the right to designate any primary 
care provider who participates in our 
network and who is available to accept you 
or your fomily members. |If the plan or health 
insurance coverage designates a primary care 
provider automatically, insert: Until you 
make this designation, [name of group health 
plan or health insurance issuer) designates 
one for you.) For information on how to 
select a primary care provider, and for a list 
of the participating primary care providers, 
contact the (plan administrator or issuer) at 
[insert contati information). 

(B) For plans and issuers that require 
or allow for the designation of a primary 
care provider for a child, add: 

For children, you may designate a 
pediatrician a.s the primary care provider. 

(C) For plans and issuers that provide 
coverage for obstetric or gynecological 
care and require the designation by a 
participant or beneficiary of a primary 
care provider, add: 

You do not need prior authorization from 
(name of group health plan or issuer] or from 
any other person (including a primary care 
provider) in order to obtain access to 
obstetrical or gynecological care from a 
health care professional in our network who 
specializc.s in obstetrics or gynecology. The 
health care professional, however, may be 
required to comply with certain procedures, 
including obtaining prior authorization for 
certain services, following a pre-approved 
treatment plan, or procedures for making 
referrals. For a list of participating health 
care professionals who specialize in 
obstetrics or gynecology, contact the (plan 
administrator or issuer] at (insert contact 
information). 

(b) Coverage of emergency services — 

(1) Scope. If a group health plan, or a 
health insurance issuer offering group 
health insurance aaverage, provides any 
benefits with respect to services in an 
emergency department of a hospital, the 
plan or issuer must cover emergency 
services {as defined in paragraph 
(b){4)(ii) of this section) consistent with 
the rules of this paragraph (h). 

(2) General rules. A plan or issuer 
subject to the requirements of this 
paragraph (b) must provide coverage for 


emergency services in (he following 
manner — 

(i) Without the need for any prior 
authorization determination, even if the 
emergency services are provided on an 
out-of-network basis; 

(ii) Without regard to whether the 
health care provider furnishing the 
emergency services is a participating 
network provider with respect to the 
services: 

(iii) If the emergency services are 
provided out of network, without 
imposing any administrative 
requirement or limitation on coverage 
that is more restrictive than the 
requirements or limitations that apply to 
emergency services received from in- 
network providers; 

(iv) If tne emergency services are 
provided out of network, by complying 
with the cost-sharing requirements of 
paragraph (b)(3) of this section; and 

(v) Without regard to any other term 
or condition of the coverage, other 
than — 

(A) The exclusion of or coordination 
of benefits; 

(B) An affiliation or waiting period 
permitted under part 7 of ERISA, part A 
of title XXVII of the PHS Act. or chapter 
100 of the Internal Revenue Code; or 

(C) Applicable cost sharing. 

(3) Cost-sharing requirements— [i) 
Copayments and coinsurance. Any cost- 
sharing requirement expressed as a 
copayment amount or coinsurance rate 
imposed with respect to a participant or 
beneficiary for out-of-network 
emergency services cannot exceed the 
cost-sharing requirement imposed with 
respect to a participant or beneficiary if 
the services were provided in-network. 
However, a participant or beneficiary 
may be required to pay, in addition to 
the in-network cost sharing, the excess 
of the amount the out-of-network 
provider charges over the amount the 
plan or issuer is required to pay under 
this paragraph (b)(3){i). A group health 
plan or health insurance iissuer complies 
with the requirements of this paragraph 
(b)(3) if it provides benefits with respect 
to an emergency service in an amount 
equal to the greatest of the three 
amounts specified in paragraphs 
(b)(3){i)(A). {b)(3){i)(B), and (b)(3)(i)(C) 
of this section (which are adjusted for 
in-nelwork cost-sharing requirements). 

(A) The amount negotiated with in- 
network providers for the emergency 
service furnished, excluding any in- 
network copayment or coinsurance 
imposed with respect to the participant 
or beneficiary. If there is more than one 
amount negotiated with in-network 
providers for the emergency service, the 
amount described under this paragraph 
{b)(3)(i){A) is the median of these 
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amounts, excluding any in-network 
copayment or coinsurance imposed 
with respect to the participant or 
beneficiary. In determining the median 
described in the preceding sentence, the 
amount negotiated with each in-network 
provider is treated as a separate amount 
(even if the same amount is paid to 
more than one provider). If there is no 
per-servicc amount negotiated with in- 
network providers (such as under a 
capitation or other similar payment 
arrangement), the amount under this 
paragraph (b)(3)(i)(A) is disregarded. 

(B) The amount for the emergency 
service calculated using the same 
method the plan generally uses to 
determine payments for out-of-network 
services (such as the usual, customary, 
and reasonable amount), excluding any 
in-network copayment or coinsurance 
imposed with respect to the participant 
or beneficiary. The amount in this 
paragraph (bK3)(i){B) is determined 
without reduction for out-of-network 
cost sharing that generally applies under 
the plan or health insurance coverage 
with respect to out-of-network services. 
Thus, for example, if a plan generally 
pays 70 percent of the usual, customary, 
and reasonable amount for out-of- 
network services, the amount in this 
paragraph (b)(3){i)(B) for an emergency 
service is the total (that is, 100 percent) 
of the usual, customary, and reasonable 
amount for the service, not reduced by 
the 30 percent coinsurance that would 
generally apply to out-of-network 
services (but reduced by the in-notwork 
copayment or coinsurance that the 
individual would be responsible for if 
the emergency service had been 
provided in-network). 

(C) The amount that would be paid 
under Medicare (part A or part B of title 
XVIII of the Social Security Act, 42 
U.S.C, 1395 et seq.) for the emergency 
service, excluding any in-network 
copayment or coinsurance imposed 
with respect to the participant or 
beneficiary. 

(ii) Other cost sharing. Any cost- 
sharing requirement other than a 
copayment or coinsurance requirement 
(such as a deductible or out-of-pocket 
maximum) may be imposed with 
respect to emergency services provided 
out of network if the cost-sharing 
requirement generally applies to out-of- 
nelwork benefits. A deductible may be 
imposed with respect to oul-of-network 
emergency services only as part of a 
deductible that generally applies to out- 
of-network benefits. If an out-of-pocket 
maximum generally applies to oul-of- 
network benefits, that out-of-pockol 
maximum must apply to out-of-network 
emergency services. 


(iii) Examples. The rules of this 
paragraph (b)(3) are illustrated by the 
following examples. In ail of these 
examples, the group health plan covers 
benefits with respect to emergency 
services. 

Example 1 . (i) Facts. A group health plan 
imposes a 25% coinsurance responsibility on 
individuals %vho are furnished emergency 
services, whether provided in network or out 
of network, if a covered indmdual notifies 
the plan within two business days after the 
day an individual receives treatment in an 
emergency department, the plan reduces the 
coinsurance rate to 15%. 

(ii) Conclusion. In this Example 1, the 
requirement to notify the plan in order to 
receive a reduction in the coinsurance rate 
does not violate the requirement that the plan 
cover emergency services without the need 
for any prior authorization determination. 
This is the re.su)t even if the plan required 
that it be notified before or at the time of 
receiving service at the emergency 
department in order to receive a reduction in 
the coinsurance rate. 

Example 2. (i) Facts. A group health plan 
imposes a $60 copayment on emergency 
services without preauthorization, whether 
provided in network or out of network. If 
emergency services are preauthorized, the 
plan waives the copayment, even if it later 
determines the medical condition was not an 
emergency medicai condition. 

(ii) Conclusion. In this Example 2, by 
requiring an individual to pay more for 
emergency services if the individual docs not 
obtain prior authorization, tlic plan violates 
the requirement that the plan cover 
emergency services without the need for any 
prior authorization determination. (By 
contrast, if, to have the copayment waived, 
the plan merely required that it be notified 
rather than a prior authorization, then the 
plan would not violate the requirement that 
the plan cover emergency services without 
the need for any prior authorization 
determination.) 

Example 3. (i) Facts. A group health plan 
covers individuals who receive emergency 
services with respect to an emergency 
medical condition from an out-of- network 
provider. The plan has agreements with in- 
network providers with respect to a certain 
emergency service. Each provider has agreed 
to provide the service for a certain amount. 
Among all the providers for the service: one 
has agreed to accept S85. two have agreed to 
accept SlOO, two have agreed to accept $110, 
three have agreed to accept $12Q, and one has 
agreed to accept $150. Under the agreement, 
the plan agrees to pay the providers 80% of 
the agreed amount, with the individual 
receiving the service responsible feur the 
remaining 20%. 

(ii) Conclusion. In this Example 3, the 
values taken into account in determining the 
median are $85, $100, $100, $110, $110, 

S120, $120, $120, and $150. Therefore, the 
median amount among those agreed to for the 
emergency service is $110, and the amount 
under para^apb (bH3){i){A) of this section is 
80% of $110 ($88). 

Example 4. (i) Facts. Same facts as 
Example 3. Subsequently, the plan adds 


another provider to its network, who has 
agreed to accept $150 for the emergency 
service. 

(ii) Conclusion. In tliis Example 4, the 
median amount among those agreed to for tlie 
emergency service is S115. (Because there is 
no one middle amount, the median is the 
average of the two middle amounts, $110 and 
$120.) Accordingly, the amount under 
paragraph (b)(3)(i){A) of this section is 80% 
ofSllS ($92). 

Example 5. (i) Facts. Same facts as 
Example 4. An individual covered by the 
plan receives the emergency service from an 
out-of-network provider, who charges $125 
for the service. With respect to services 
provided by out-of-network providers 
generally, the plan reimburses covered 
individuals 50% of the reasonable amount 
charged by the provider for medical services. 
For this purpose, the reasonable amount for 
any service is based on information on 
charges by all providers collected by a third 
party, on a zip code by zip code basis, with 
the plan treating charges at a specified 
percentile as reasonable. For the emergency 
service received by the individual, the 
reasonable amount calculated u,sing this 
method is $116. The amount tliat would be 
paid under Medicare for the emergency 
service, excluding any copayment or 
coinsurance for the service, is $80. 

(ii) Conclusion. In tliis Example 5, the plan 
is responsible for paying $92.80, 80% of 
$116. The median amount among those 
agreed to for the emergency service is $115 
and the amount the plan would pay is $92 
(80% of $115); the amount calculated using 
the same method the plan uses to determine 
payments for out-of-network services — 

$116 — excluding the in-network 20% 
coinsurance, is $92.80; and the Medicare 
payment is $80. Thus, the greatest amount is 
$92.60. The individual is responsible for tlic 
remaining $32.20 charged by the out-of- 
network provider. 

Example 6. (i) Facts. Same facts as 
Example 5. The group health plan generally 
imposes a 5250 deductible for in-nctwork 
health care. With respect to ell healtli cere 
provided by out-of-notwork providers, the 
plan imposes a $500 deductible. (Covered in- 
iretwurk claims are credited against the 
deductible.) The individual has incurred and 
submitted $260 of covered claims prior to 
receiving the emergency service out of 
network. 

(ii) Conclusion. In this Example 6, the plan 
is not responsible for paying anything with 
respect to the emergency service furnished by 
the out-of-network provider because the 
covered individual has not satisfied the 
higher deductible that applies generally to all 
health care provided out of network. 
However, the amount the individual is 
required to pay is credited against the 
deductible. 

(4) Definitions. The definitions in this 
paragraph (b)(4) govern in applying the 
provisions of this paragraph (b). 

(i) Emergency medical condition. The 
term emergency medical condition 
means a medical condition manifesting 
itself by acute symptoms of sufficient 
severity (including severe pain) so that 
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a prudent layperson, who possesses an 
average knowledge of health and 
medicine, could reasonably expect the 
absence of immediate medical attention 
to result in a condition described in 
clause (i), (ii), or (iii) of section 
1867(e)(1)(A) of the Social Securilv Act 
(42 U.S.C. 1395dd(e)(l)(A)), (In that 
provision of the Social Security Act, 
clause (i) refers to placing the health of 
the individual (or, with respect to a 
pregnant woman, the health of the 
woman or her unborn child) in serious 
jeopardy; clause (ii) refers to serious 
impairment to bodily functions; and 
clause (iii) refers to serious dysfunction 
of any bodily organ or part.) 

(ii) Emergency services. The term 
emergency services means, with respect 
to an emergency medical condition — 

(A) A medical screening examination 
(as required under section 1867 of the 
Social Security Act, 42 U.S.C. 1395dd) 
that is within the capability of the 
emergency department of a hospital, 
including ancillary services routinely 
available to the emergency department 
to evaluate such emergency medical 
condition, and 

(B) Such further medical examination 
and treatment, to the extent they are 
within the capabilities of the staff and 
facilities available at the hospital, as are 
required under section 1867 of the 
Social Security Act (42 U.S.C. 1395dd) 
to stabilize the patient. 

(iii) Stabilize. The term fo stabilize, 
with respect to an emergency medical 
condition (as defined in paragraph 
(b)(4)(i) of this section) has the meaning 
given in section 1867(e)(3) of the Social 
Security Act (42 U.S.C. 1395dd(e)(3)). 

(c) Applicability date. The provisions 
of this section apply for plan years 
beginning on or after September 23. 
2010. See §2590.715-1251 of this part 
for determining the application of this 
section to grandfathered health plans 
(providing that these rules regarding 
patient protections do not apply to 
grandfathered health plans). 

Department of Health and Human 
Services 

Office of Consumer Information and 
Insurance Oversight 
45 CFR Subtitle A 

■ For the reasons stated in the preamble, 
the Department of Health and Human 
Services amends 45 CFR parts 144 and 
146, and part 147, added May 13, 2010, 
at 75 FR 27138, effective July 12, 2010, 
as follovvs: 


PART 144—REQUtBEMENTS 
RELATING TO HEALTH INSURANCE 
COVERAGE 

■ 1 . The authority citation for part 144 
continues to read as follows: 

Authority: Secs. 2701 through 2763. 279t. 
and 2792 of die Public Health Service Act, 

42 U.S.C. 300gg through 300gg-^, 30Qgg— 91. 
and 300gg~92. 

■ 2. Section 144.103 is amended by 
revising the definition of preexisting 
condition exclusion to read as follows: 

§144.103 Definitions. 

Preexisting condition exclusion means 
a limitation or exclt^ion of benefits 
(including a denial of coverage) based 
on the fact that the condition was 
present before the effective date of 
coverage (or if coverage is denied, the 
date of the denial) under a group health 
plan or group or individual health 
insurance coverage {or other coverage 
provided to Federally eligible 
individuals pursuant to 45 CFR part 
148), whether or not any medical 
advice, diagnosis, care, or treatment was 
recommended or received before that 
day. A preexisting condition exclusion 
includes any limitation or exclusion of 
benefits (including a denial of coverage) 
applicable to an individual as a result of 
information relating to an individual’s 
health status before the individual’s 
effective date of coverage (or if coverage 
is denied, the date of the denial) under 
a group health plan, or group or 
individual health insurance coverage (or 
other coverage provided to Federally 
eligible individuals pursuant to 45 CFR 
part 146), such as a condition identified 
as a result of a pre-enrollment 
questionnaire or physical examination 
given to the individual, or review of 
medical records relating to the pre- 
enrollment period. 


Subpart B — Requirements Relating to 
Access and Renewability of Coverage, 
and Limitations on Preexisting 
Condition Exclusion Periods 

■ 3. Section 146.1 ll{a)(l)(i) is revised to 
read as follows: 

§ 1 46.1 1 1 Limitations on preexisting 
condition exclusion period. 

(a) * • * 

(!)*'• 

(i) A preexisting condition exclusion 
means a preexisting condition exclusion 
within the meaning set forth in 
§ 144.103 of this part. 
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PART 147— HEALTH INSURANCE 
REFORM REQUIREMENTS FOR THE 
GROUP AND INDIVIDUAL HEALTH 
INSURANCE MARKETS 

■ 4. The authority citation for part 147 
continues to read as follows: 

Authority: 2701 through 2763, 2791. and 
2792 of tlie Public Health Service Act (42 
use 300gg through 300gg-63, 300gg-91, and 
300gg-92), as amended. 

■ 5. Add § 147.108 to read as follows: 

§147.108 Prohibition of preexisting 
condition exclusions. 

(a) No preexisting condition 
exclusions' — (1) In genera!. A group 
health plan, or a health insurance issuer 
offering group or individual health 
insurance coverage, may not impose any 
preexisting condition exclusion (as 
defined in § 144,103). 

(2) Examples. The rules of this 
paragraph (a) arc illustrated by the 
following examples (for additional 
examples illustrating the definition of a 
preexisting condition exclusion, see 
§146.ni{a)(l)(ii)): 

Example 1. (i) Facts. A group health plan 
provides benefits solely through an insurance 
policy offered by Issuer P. At Uie expiration 
of the policy, the plan switches coverage tu 
a policy offered by Issuer N. N‘s policy 
excludes benefits for oral surgery required as 
a result of a traumatic injury if the injury 
occurred before the effective date of coverage 
under the policy. 

(ii) Conclusion. In this Example 1, the 
exclusion of benefits for oral surgery required 
as a result of a traumatic injury if the injury 
occurred before the effective date of coverage 
is a preexisting condition exclusion because 
it operates to exclude benefits for a condition 
based on the fact that the condition was 
present before the effective date of coverage 
under the policy. 

Example 2. (i) Facts. Individual C applies 
for individual health insurance coverage with 
Issuer M, M denies C's application for 
coverage because a pre-enrollment physical 
revealed that C has type 2 diabetes. 

(ii) Conclusion. In this Example 2, M's 
denial of C's application for coverage is a 
preexisting condition exclusion because a 
denial of an application for coverage based 
on the fact that a condition was present 
before the date of denial is an exclusion of 
benefits based on a preexisting condition. 

(b) Applicability — (1) Genera! 
applicability date. Except as provided in 
paragraph {b)(2) of this section, the rules 
of this section apply for plan years 
beginning on or after January 1, 2014; in 
the case of individual health insurance 
coverage, for policy years beginning, or 
applications denied, on or after January 
1. 2014. 

(2) Early applicabiUty date for 
children. The rules of this section apply 
with respect to enrollees, including 
applicants for enrollment, who are 
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under 19 years of age for plan years 
beginning on or after September 23, 
2010; in the case of individual health 
insurance coverage, for policy years 
beginning, or applications denied, on or 
after September 23, 2010. 

(3) Apphcabihty to grandfathered 
health plans. See § 147.140 of this part 
for determining the application of this 
section to grandfathered health plans 
(providing that a grandfathered health 
plan that is a group health plan or group 
health insurance coverage must comply 
with (he prohibition against preexisting 
condition exclusions; however, a 
grandfathered health plan that is 
individual health insurance coverage is 
not required to comply with PHS Act 
section 2704). 

(4) Examples. The rules of this 
paragraph (b) are illustrated by the 
following examples; 

Example 1 . (i) Facts. Individual F 
commences employment and enrolls F and 
F’s 16-year-old child in the group health plan 
maintained by F’s employer, with a first day 
of coverage of October 15. 2010. F's child had 
a significant break in coverage because of a 
lapse of more than 63 days without creditable 
coverage immediately prior to enrolling in 
the plan. F’s child was treated for asthma 
within the six-month period prior to the 
enrollment date and the plan Imposes a 12- 
monlh preexisting condition exclusion for 
coverage of asthma. The next plan year 
begins on January 1. 2011. 

(ii) Conclusion. In this Example 1. the plan 
year beginning January 1 , 201 1 , is the first 
plan year of the group health plan beginning 
on or after September 23, 2010. Thus, 
beginning on January 1. 2011, because the 
child is under 19 years of age, the plan 
cannot impose a preexisting condition 
exclusion with respect to the child's asthma 
regardless of the fact that the preexisting 
condition exclusion was imposed by the plan 
before the applicability date of this provision. 

Example 2. (i) Facts. Individual G applies 
for a policy of family coverage in the 
individual market for G. G's spouse, and G's 
13-yeBr-oid child. The issuer denies the 
application for coverage on March 1, 2011 
because G's 13-year-old child has autism. 

(ii) Conclusion, hi tiiis Example 2, tlie 
issuer’s denial of G's application for a policy 
of family coverage in the individual market 
is a preexisting condition exclusion because 
the denial was based on the child’s autism, 
which was present before the date of denial 
of coverage. Becau.se the child i.s under 19 
years of age and the March 1, 2011, denial 
of coverage is after the applicability date of 
this section, the issuer is prohibited from 
imposing a preexisting condition exclusion 
with respect to G's 13-year-old child. 

■ 6. Add § 147,126 to read as follows: 
§147.126 No lifetime or annual limits. 

(a) Prohibition — (1) Lifetime limits. 
Except as provided in paragraph (b) of 
this section, a group health plan, or a 
health insurance issuer offering group or 
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individual health insurance coverage, 
may not establish any lifetime limit on 
the dollar amount of benefits for any 
individual. 

(2) Annual limits — (i) General rule. 
Except as provided in paragraphs 
(a){2)(ii), (b), and (d) of this section, a 
group h^lth plan, or a health insurance 
issuer offering group or individual 
health insurance coverage, may not 
establish any annual limit on the dollar 
amount of benefits for any individual. 

(ii) Exception for health flexible 
spending arrangements. A health 
flexible spending arrangement (as 
defined in section 106(c)(2} of the 
Internal Revenue Code) is not subject to 
the requirement in paragraph {a)(2)(i) of 
this section. 

(b) Construction — (1) Permissible 
limits on specific covered benefits. The 
rules of this section do not prevent a 
group health plan, ora health insurance 
issuer offering group or individual 
health insurance coverage, from placing 
annual or lifetime dollar limits with 
respect to any individual on specific 
covered benefits that are not essential 
health benefits to the extent that such 
limits are otherwise permitted under 
applicable Federal or State law. (The 
scope of essential health benefits is 
addressed in paragraph (c) of this 
section). 

(2) Condition-based exclusions. The 
rules of this section do not prevent a 
group health plan, or a health insurance 
issuer offering group or individual 
health insurance coverage, from 
excluding all benefits for a condition. 
However, if any benefits are provided 
for a condition, then the requirements of 
this section apply. Other requirements 
of Federal or State law may require 
coverage of certain benefits. 

(c) Definition of essential health 
benefits. The term “essential health 
benefits” means essential health benefits 
under section 1302(b) of the Patient 
Protection and Affordable Care Act and 
applicable regulations. 

(d) Restricted annual limits 
permissible prior to 2014 — (1) In 
general. With respect to plan years (in 
the individual market, policy years) 
beginning prior to January 1, 2014, a 
group health plan, or a health insurance 
issuer offering group or individual 
health insurance coverage, may 
establish, for any individual, an annual 
limit on the dollar amount of benefits 
that are essential health benefits, 
provided the limit is no less than the 
amounts in the following schedule: 

(i) For a plan year (in the individual 
market, policy year) beginning on or 
after Septem^r 23, 2010, but before 
September 23, 2011, $750,000. 


(ii) For a plan year (in the individual 
market, policy year) beginning on or 
after September 23 . 201 1 , but l)efore 
September 23, 2012, $1,250,000. 

fiii) For plan years (in the individual 
market, policy years) beginning on or 
after September 23, 2012, but before 
January 1, 2014, $2,000,000. 

(2) Only essential health benefits 
taken into account. In determining 
whether an individual has received 
benefits that meet or exceed the 
applicable amount described in 
paragraph (d)(1) of this section, a plan 
or issuer must take into account only 
essentia! health benefits. 

(3) Waiver authority of the Secretary. 
For plan years (in the individual market, 
policy years) beginning before January 

1 , 2014, the Secretary may establish a 
program under which the requirements 
of paragraph (d)(1) of this section 
relating to annual limits may be waived 
(for such period as is specified by the 
Secretary) for a group health plan or 
health insurance coverage that has an 
annual dollar limit on benefits below 
the restricted annual limits provided 
under paragraph (dKl) of this section if 
compliance with paragraph (d)(1) of this 
section would result in a significant 
decrease in access to benefits under the 
plan or health insurance coverage or 
would significantly increase premiums 
for the plan or health insurance 
coverage. 

(e) Transitional rules for individuals 
whose coverage or benefits ended by 
reason of reaching a lifetime limit— (1) 

In general. The relief provided in the 
transitional rules of this paragraph (o) 
applies with respect to any individual — 

(1) Whose coverage or benefits under 
a group health plan or group or 
individual health insurance coverage 
ended by reason of reaching a lifotime 
limit on the dollar value of all benefits 
for any individual (which, under this 
section, is no longer permissible); and 

(ii) Who becomes eligible (or is 
required to become eligible) for benefits 
not subject to a lifetime limit on the 
dollar value of all benefits under the 
group health plan or group or individual 
health insurance coverage on the first 
day of the first plan year (in the 
individual market, policy year) 
beginning on or after September 23, 
2010, by reason of the application of 
this section. 

(2) Notice and enrollment opportunity 
requirements — (i) If an individual 
described in paragraph (e)(1) of this 
section is eligible for benefits (or is 
required to become eligible for benefits) 
under the group health plan — or group 
or individual health insurance 
coverage — described in paragraph {e)(l) 
of this section, the plan and the issuer 
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are required to give the individual 
written notice that the lifetime limit on 
the dollar value of all benefits no longer 
applies and that the individual, if 
covered, is once again eligible for 
benefits under the plan. Additionally, if 
the individual is not enrolled in the 
plan or health insurance coverage, or if 
an enrolled individual is eligible for but 
not enrolled in any benefit package 
under the plan or health insurance 
coverage, then the plan and issuer must 
also give such an individual an 
opportunity to enroll that continues for 
at least 30 days (including written 
notice of the opportunity to enroll). The 
notices and enrollment opportunity 
required under this paragraph {e)(2)(i) 
must be provided beginning not later 
than the first day of the first plan year 
(in the individual market, policy year) 
beginning on or after September 23, 
2010. 

(ii) The notices required under 
paragraph (e)(2)(i) of this section may be 
provided to an employee on behalf of 
the employee’s dependent (in the 
individual market, to the primary 
subscriber on behalf of the primarj' 
subscriber’s dependent). In addition, for 
a group health plan or group health 
insurance coverage, the notices may be 
included with other enrollment 
materials that a plan distributes to 
employees, provided the statement is 
prominent. For either notice, with 
respect to a group health plan or group 
he^th insurance coverage, if a notice 
satisfying the requirements of this 
paragraph (e)(2) is provided to an 
individual, the obligation to provide the 
notice with respect to that individual is 
satisfied for both the plan and the 
issuer. 

(3) Effective date of coverage. In the 
case of an individual who enrolls under 
paragraph (e)(2) of this section, coverage 
must take effect not later than the first 
day of the first plan year (in the 
individual market, policy year) 
beginning on or after September 23. 
2010 . 

(4) Treatment ofenroUees in a group 
health plan. Any individual enrolling in 
a group health plan pursuant to 
paragraph (e)(2) of this section must be 
treated as if the individual were a 
special enrollee, as provided under the 
rules of § 146.117(d). Accordingly, the 
individual (and, if the individual would 
not be a participant once enrolled in the 
plan, the participant through whom the 
individual is otherwise eligible for 
coverage under the plan) must be 
offered all the benefit packages available 
to similarly situated individuals who 
did not lose coverage by reason of 
reaching a lifetime limit on the dollar 
value of all benefits. For this purpose. 


any dilFerence in benefits or cost- 
sharing requirements constitutes a 
different bOTefit package. The 
individual also cannot be required to 
pay more for coverj^ than similarly 
situated individuals who did not lose 
coverage by reason of reaching a lifetime 
limit on the dollar value of all benefits. 

(5) Examples. The rules of this 
paragraph (e) are illustrated fay the 
following examples: 

Example 1. (i) Facts. Bnployer Y maintains 
a group health plan with a calendar year plan 
year. The plan has a single benefit package. 
For plan years beginnmgtefbre September 
23, 2010, the plan has a Uf^me limit an the 
dollar value of all tenefits. Individual B, an 
employee of T, was enrolled in T's group 
health plan at the thinning of the 2008 plan 
year. Chi June 10, 2008, B incurred a claim 
for benefits that exceeded the lifetime limit 
under F’s plan and (%ased to be enrolled in 
the plan. B is still eligible for coverage under 
y's group health plan. On or before January 
1, 2011, y's group health plan gives B written 
notice informing B that the lifetime limit on 
the dollar value of all benefits no longer 
applies, that individuals whose coverage 
ended by reason of reaching a lifetime limit 
under the plan are eligible to enroll in the 
plan, end Aat individuals can request such 
enrollment through February 1, 2011 with 
enrollment effective retroactively to January 
1 , 2011 . 

(ii) Conclasion. In this Example 1, the plan 
has complied with the requirements of this 
paragraph (e) by providing a timely writteis 
notice and enrollment opportunity to B that 
lasts at least 30 days. 

Example 2. (i) Facts. Employer Z maintains 
a group health plan with a plan year 
beginning October 1 and ending September 
30. Prior to October 1. 2010, the group health 
plan has a lifetime limit on the dollar value 
of all benefits. Individual D, an employee of 
Z, and Individual E, D’s child, were enrolled 
in family coverage under Z's group health 
plan for the plan year beginning on October 
1, 2008. On May 1. 2009, £ incurred a claim 
for benefits that exceeded the lifetime limit 
under Z’s plan. D dropped family coverage 
but remains an employee of Z and is still 
elipble for coverage under Z’s group health 
plan. 

(ii) Conclusion. In this Example 2. not later 
than October 1, 2010. the plan must provide 
D and E an opportunity to enroll (including 
written notice of an opportunity to enroll) 
that continues for at least 30 days, with 
enrollment effective not later than October 1, 
2010. 

Example 3. (i) Facts. Same facts as 
Example 2, except that Z’s plan had two 
benefit packages (a low-cost and a high-cost 
option). Instead of dropping coverage, D 
switched to the low-cost benefit package 
option. 

(ii) Conclusion. In this Example 3, not later 
than October 1, 2010, the plan must provide 
D and E an opportunity to enroll in any 
benefit package available to similarly situated 
individuals who enroll when first eligible. 

The plan would have to provide D and E the 
opportunity to enroll in any benefit package 
available to similarly situated individuals 


who enroll when first eligible, even if D had 
not switched to the low-cost benefit package 
option. 

Example 4. (i) Facts. Employer Q maintains 
a group health plan with a plan year 
beginning October 1 and ending September 
30. For the plan year beginning on October 
1, 2009, Q has an annua! limit on the dollar 
value of ail benefits of $500,000. 

(ii) Conclusion, in thi.s Example 4, Q must 
raise the annual limit on the dollar value of 
essential health benefits to at least $750,000 
for the plan year beginning October 1 , 2010. 
For the plan year beginning October 1 . 201 1 , 
Q must raise the annual limit to at least $ 1 .25 
million. For the plan year beginning October 
1, 2012, Q must raise the annual limit to at 
least $2 million. Q may also impD.se a 
restricted annual limit of $2 million for the 
plan year beginning October 1, 2013. After 
the conclusion of that plan year, Q cannot 
ijnpo.se an overall annual limit. 

Example 5. (i) Facts. Same facts as 
Example 4, except that the annual limit for 
tlie plan year beginning on October 1 , 2009, 
is $1 million and Q lowers the annual limit 
for the plan year beginning October 1, 2010 
to $750,000, 

(ii) Conclusion. In this Example 5, Q 
complies with the requirements of this 
paragraph (e). However. Q's choice to lower 
its annual limit means that under 
§ 147.14D(g)(l)(vi){C}. the group health plan 
will cease to be a grandfathered health plan 
and will be generally subject to all of the 
provisions of PHS Act sections 2701 through 
2719A, 

Example 8. (i) Facts. For a policy year that 
began on October 1. 2009, Individual Thas 
individual health insurance coverage with a 
lifetime limit on the dollar value of all 
benefits of $1 million. For the policy year 
beginning October 1. 2010, the issuer of T's 
health insurance coverage eliminates the 
lifetime limit and replaces it with an annual 
limit of SI million dollars. In the policy year 
beginning October 1 , 2011, the issuer of T’s 
healtli insurance coverage maintains the 
annual limit of $1 million dollars. 

(ii) Conclusion. In this Example 6, the 
issuer’s replacement of a lifetime limit with 
an equal dollar annual limit allows it to 
maintain status as a grandfathered health 
policy under § 147,H0{g)(l){vi)(B), Since 
grandfathered health plans that are 
individual health insurance coverage are not 
subject to the requirements of this section 
relating to annual limits, the issuer does not 
have to comply with this paragraph (e). 

(f) Applicability date. The provisions 
of this section apply for plan years (in 
the individual market, for policy years) 
beginning on or after September 23. 

2010. See § 147.140 of this part for 
determining the application of this 
section to grandfathered health plans 
(providing that the prohibitions on 
lifetime and annual limits apply to all 
grandfathered health plans that are 
group health plans and group health 
insurance coverage, including the 
special rules regarding restricted annual 
limits, and the prohibition on lifetime 
limits apply to individual health 
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insurance coverage that is a 
grandfathered health plan but the rules 
on annual limits do not apply to 
individual health insurance coverage 
that is a grandfathered health plan). 

■ 7. Add § 147.128 to read as follows: 

§147.128 Rules regarding rescissions. 

(a) Prohibition on rescissions — (1) A 
group health plan, or a health insurance 
issuer offering group or individual 
health insurance coverage, must not 
rescind coverage under the plan, or 
under the policy, certificate, or contract 
of insurance, with respect to an 
individual (including a group to which 
the individual belongs or family 
coverage in which the individual is 
included) once the individual is covered 
under the plan or coverage, unless the 
individual (or a person seeking coverage 
on behalf of the individual) performs an 
act, practice, or omission that 
constitutes fraud, or unless the 
individual makes an intentional 
misrepresentation of material fact, as 
prohibited by the terms of the plan or 
coverage. A group health plan, or a 
health insurance issuer offering group or 
individual health insurance coverage, 
must provide at least 30 days advance 
written notice to each participant (in the 
individual market, primary subscriber) 
who would be affected before coverage 
may be rescinded under this paragraph 
(a)(1), regardless of, in the case of group 
coverage, whether the coverage is 
insured or self-insured, or whether the 
rescission applies to an entire group or 
only to an individual within the group. 
(The rules of this paragraph {a)(l) apply 
regardless of any contestability period 
that may otherwise apply.) 

(2) For purposes of this section, a 
rescission is a cancellation or 
discontinuance of coverage that has 
retroactive effect. For example, a 
cancellation that treats a policy as void 
from the time of the individual's or 
group's enrollment is a rescission. As 
another example, a cancellation that 
voids benefits paid up to a year before 
the cancellation is also a rescission for 
this purpose. A cancellation or 
discontinuance of coverage is not a 
rescission if — 

(i) The cancellation or discontinuance 
of coverage has only a prospective 
effect; or 

(ii) The cancellation or 
discontinuance of coverage is effective 
retroactively to the extent it is 
attributable to a failure to timely pay 
required premiums or contributions 
towards the cost of coverage. 

(3) The rules of this paragraph (a) are 
illustrated by the following examples: 

Example 2. (i) Facts. Individual A seeks 
enrollment in an insured group health plan. 


The plan terms permit rescission of coverage 
with respect to an individual if the 
individual engages in fraud or makes an 
intentional misrepresentation of a material 
fact. The plan requires A to complete a 
questionnaire regarding A’s prior medical 
history, which affects setting the group rate 
by the health insurance issuer. The 
questionnaire complies with the other 
requirements of this part and part 146. The 
questionnaire includes the following 
question: “Is there anything else relevant to 
your health that we should know?” A 
inadvertently foils to list that A visited a 
psychologist on two occasions, six years 
previously. A is later di^nosed with breast 
cancer and seeks benefits under the plan. On 
or around the same time, the issuer receives 
information about A 's visits to the 
psychologist, which was not disclosed in the 
questionnaire. 

(ii) Conclusion. In this Example 1, the plan 
cannot rescind A 's coverage because A 's 
failure to disclose the visits to the 
psychologist was inadvertent. Therefore, it 
was not fraudulent or an intentional 
misrepresentation of material foct. 

Example 2. (i) Facts. An employer sponsors 
a group health plan that provides coverage 
for employees who work at least 30 hours per 
week. Individual B has coverage under the 
plan as a full-time employee. The employer 
reassigns fi to a part-time position. Under the 
terms of the plan. B is no longer eligible for 
coverage. 'Ihe plan mistakenly continues to 
provide health coverage, collecting premiums 
from B and paying ciaim.s submitted by B. 
After a routine audit, the plan discovers that 
B no longer work.s at least 30 hours per week. 
The plan rescinds fi's coverage effective as of 
the date that B changed from a full-time 
employee to a part-time employee. 

(ii) Conclusion. In this Example 2, the plan 
cannot rescind B's coverage because there 
was no fraud or an intentional 
misrepresentation of material foct. The plan 
may cancel coverage for B prospectively, 
subject to other applicable Federal and State 
laws. 

(b) Compliance with other 
requirements. Other requirements of 
Federal or State law may apply in 
connection with a rescission of 
coverage. 

(c) Applicability date. The provisions 
of this section apply for plan years (in 
the individual market, for policy years) 
beginning on or after September 23. 
2010. See § 147.140 of this part for 
determining the application of this 
section to grandfathered health plans 
(providing that the rules regarding 
rescissions and advance notice apply to 
all grandfathered health plans). 

■ 8, Add §147.138 to read as follows; 

§147.138 Patient protections. 

(a) Choice of health care 
professional — (1) Designation of 
primary care provider — (i) fn genera/. If 
a group health plan, or a health 
insurance issuer offering group or 
individual health insurance coverage, 


requires or provides for designation by 
a participant, beneficiary, or enrollee of 
a participating primary care provider, 
then the plan or issuer must permit each 
participant, beneficiary, or enrollee to 
designate any participating primary care 
provider who is available to accept the 
participant, beneficiary, or enrollee. In 
such a case, the plan or issuer must 
comply with the rules of paragraph 
{a)(4) of this section by informing each 
participant (in the individual market, 
primary subscriber) of the terms of the 
plan or health insurance coverage 
regarding designation of a primary care 
provider. 

(ii) Example. The rules of this 
paragraph (a)(1) are illustrated by the 
following example: 

Example, (i) Facts. A group health plan 
requires individuals covered under die plan 
to designate a primary care provider. The 
plan permits each individual to designate 
any primary care provider participating in 
the plan's network who is available to accept 
the individual as the individual’s primary 
care provider. If an individual has not 
designated a primary care provider, the plan 
designates one until one has been designated 
by the individual. The plan provides a notice 
that satisfies the requirements of paragraph 
{a){4) of this section regarding the ability to 
designate a primary care provider. 

(ii) Conclusion, fri this Example, the plan 
has satisfied the requirements of paragraph 
(b) of this section. 

(2) Designation of pediatrician as 
primary care provider— (i) In general. If 
a group health plan, or a health 
insurance issuer offering group or 
individual health insurance coverage, 
requires or provides for the designation 
of a participating primary care provider 
for a child oy a pakicipant, beneficiary, 
or enrollee, the plan or issuer must 
permit the participant, beneficiary, or 
enrollee to designate a physician 
(allopathic or osteopathic) who 
specializes in pediatrics as the child’s 
primary care provider if the provider 
participates in the network of the plan 
or issuer and is available to accept the 
child. In such a case, the plan or issuer 
must comply with the rules of 
paragraph (a)(4) of this section by 
informing each participant (in the 
individual market, primary subscriber) 
of the terms of the plan or health 
insurance coverage regarding 
designation of a pediatrician as the , 
child's primary care provider. 

(ii) Construefjon. Nothing in 
paragraph (a){2)(i) of this section is to be 
construed to waive any exclusions of 
coverage under the terms and 
conditions of the plan or health 
insurance coverage with respect to 
coverage of pediatric care. 
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(iii) Examples. The rules of this 
paragraph (a){2) are illustrated by the 
following examples: 

Example 1. (i) Facts. A group health plan’s 
HMO designates for each participant a 
physician who specializes in internal 
medicine to serve as the primary care 

g rovider for the participant and any 
eneficiaries. Participant A requests that 
Pediatrician B be designated as the primary- 
care provider for A 's child. B is a 
participating provider in the HMD’s network. 

(ii) Conclusion. In this Example 1, the 
HMO must permit A 's designation of B as the 
primary care provider for A 's child in order 
to comply with tlie requirements of this 
paragraph {a){2). 

Example 2. (i) Facts. Same facts as 
Example 1, except that A takes A’s child to 
B for treatment of the child's severe shellfish 
allergies. B wishes to refer A 's child to an 
allergist for treatment. The HMO, however, 
does not provide coverage for treatment of 
food allergies, nor does it have an allergist 
participating in its network, and it therefore 
refuses to authorize the referral. 

(ii) Conclusion. In this Example 2, the 
HMO has not violated the requirements of 
tins paragraph (aK 2 ) because the exclusion of 
treatment for food allergies is in accordance 
with the terms of A's coverage. 

(3) Patient access to obstetrical and 
gynecojfogjca/ care — (i) General rights — 

(A) Direct access. A group health plan, 
or a health insurance issuer offering 
group or individual health insurance 
coverage, described in paragraph 
(a)(3)(ii} of this section may not require 
authorization or referral by the plan, 
issuer, or any person (including a 
primary care provider) in the case of a 
female participant, beneficiary, or 
enrollee who seeks coverage for 
obstetrical or gynecological care 
provided by a participating health care 
professional who specializes in 
obstetrics or gynecology. In such a case, 
the plan or issuer must comply with the 
rules of paragraph {a)(4) of this section 
by informing each participant (in the 
individual market, primary subscriber) 
that the plan may not require 
authorization or referral for obstetrical 
or gynecological care by a participating 
health care professional who specializes 
in obstetrics or gynecology. The plan or 
issuer may require such a professional 
to agree to otherwise adhere to the 
plan’s or is,suer’s policies and 
procedures, including procedures 
regarding referrals and obtaining prior 
authorization and providing services 
pursuant to a treatment plan (if any) 
approved by the plan or issuer. For 
purposes of this paragraph (a)(3), a 
health care professional who specializes 
in obstetrics or gynecology is any 
individual (including a person other 
than a physician) who is authorized 
under applicable State law to provide 
obstetrical or gynecological care. 


(B) Obstetrical and gynecological 
care. A group health plan or health 
insurance issuer described in paragraph 
(a){3){ii) of this section must treat the 
provision of obstetrical and 
gynecological care, and the ordering of 
related obstetrical and gynecological 
items and services, pursuant to the 
direct access described under paragraph 
(a)(3)(i)(A) of this section, by a 
participating health care professional 
who specializes in obstetrics or 
gynecology as the authorization of the 
primary care provider. 

(ii) Application of paragraph. A group 
health plan, or a health insurance issuer 
offering group or individual health 
insurance coverage, is described in this 
paragraph (a}(3) if the plan or issuer — 

(A) Provides coverage for obstetrical 
or CTnecological care; and 

Requires the designation by a 
participant, beneficiary, or enrollee of a 
participating primary care provider. 

(iii) Construction. Nothing in 
paragraph (a){3)(i) of this section is to be 
construed to — 

(A) Waive any exclusions of coverage 
under the terms and conditions of the 
plan or health insurance coverage with 
respect to coverage of obstetrical or 
gynecological care; or 

(B) Preclude the group health plan or 
health insurance issuer involved from 
requiring that the obstetrical or 
gjmecological provider notify the 
primary care health care professional or 
the plan or issuer of treatment 
decisions. 

(tv) Examples. The rules of this 
paragraph (a)(3) are illustrated by the 
following examples: 

Example 1. (i) Facts. A group health plan 
requires each participant to designate a 
physician to serve as the primary care 
provider for the participant and the 
participant's family. Participant A, a female, 
requests a gynecological exam with Physician 
B, an in-network physician specializing in 
gynecological care. The group health plan 
requires prior authorization from A’s 
designated primary care provider for the 
gynecological exam. 

(ii) Conclusion. In this Example 1. the 
group health plan has violated the 
requirements of this paragraph (a)(3) because 
the plan requires prior authorization from A’s 
primary care provider prior to obtaining 
gynecological services. 

Example 2. (i) Facts. Same facts as 
Example 1 except that A seeks gynecological 
services from C, an out-of-network provider. 

(ii) Conclusion. In this Example 2, the 
group health plan has not violated the 
requirements of this paragraph (a)(3) by 
requiring prior authorization because C is not 
a participating health care provider. 

Example 3. (i) Facts. Same facts as 
Example 1 except that tire group health plan 
only requires Bto inform A's designated 
primary care physician of treatment 
decisions. 


(ii) Conclusion. In this Example 3, the 
group health plan has not violated the 
requirements of this paragraph (a)(3) because 
A has direct access to B witliout prior 
authorization. Tlie fact that the group health 
plan requires notification of treatment 
decisions to the designated primary care 
physician does not violate this paragraph 
(a)(3). 

Example 4. (i) Facts. A group health plan 
requires each participant to designate a 
physician to serve as the primary care 
provider for the participant and the 
participant's family. The group health plan 
requires prior authorization before providing 
benefits for uterine fibroid embolization. 

(ii) Conclusion. In this Example 4, the plan 
requirement for prior authorization before 
providing benefits for uterine fibroid 
embolization does not violate the 
requirements of this paragraph (a)(3) because, 
though the prior authorization requirement 
applies to obstetrical services, it doe.s not 
restrict access to any providers specializing 
in obstetrics or gynecology. 

(4) Notice of right to designate a 
primary care provider — (t) In general. If 
a group health plan or health insurance 
issuer requires the designation by a 
participant, beneficiary, or enrollee of a 
primary care provider, the plan or issuer 
must provide a notice informing each 
participant (in the individual market, 
primary subscriber) of the terms of the 
plan or health insurance coverage 
regarding designation of a primary care 
provider and of the rights — 

(A) Under paragraph (a)(l)(i) of this 
section, that any participating primary 
care provider who is available to accept 
the participant, beneficiary, or enrollee 
can be designated; 

(B) Under paragraph (a)(2)(l} of this 
section, with respect to a child, that any 
participating physician who specializes 
in pediatrics can be designated as the 
primary care provider; and 

(C) Under paragraph (a)(3)(i) of this 
section, that the plan may not require 
authorization or referral for obstetrical 
or gynecological care by a participating 
health care professional who specializes 
in obstetrics or gynecology, 

(ii) Timing. In the case of a group 
health plan or group health insurance 
coverage, the notice described in 
paragraph (a)(4){i) of this section must 
be included whenever the plan or issuer 
provides a participant with a summary 
plan description or other similar 
description of benefits under the plan or 
health insurance coverage. In the case of 
individual health insurance coverage, 
the notice described in paragraph 
(a)(4)(i) of this section must be included 
whenever the issuer provides a primary 
subscriber with a policy, certificate, or 
contract of health insurance. 

(iii) Model language. The following 
model language can be used to satisfy 
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the notice requirement described in 
paragraph (a){4)(i) of this section: 

(A) For plans and issuers that require 
or allow for the designation of primary- 
care providers by participants, 
beneficiaries, or enrollees, insert: 

[Name of group health plan or health 
insurance issuer! generally [requires/allo-ws] 
the designation of a primary care provider. 
You have the right to designate any primary 
care provider who participates in our 
network and who is available to accept you 
or your family members. [If the plan or health 
insurance coverage designates a primary care 
provider automatically, insert: Until you 
make this designation, [name of group health 
plan or health insurance issuerl designates 
one for you.l For information on how to 
select a primary care provider, and for a list 
of the participating primary care providers, 
contact the [plan administrator or issuer] at 
[insert contact information). 

(B) For plans and issuers that require 
or allow for the designation of a primary 
care provider for a child, add; 

For children, you may designate a 
pediatrician as Ae primary care provider. 

(C) For plans and issuers that provide 
coverage for obstetric or gynecological 
care and require the designation by a 
participant, beneficiary, or enrollee of a 
primary care provider, add; 

You do not need prior authorization from 
[name of group health plan or issuer} or from 
any other person (including a primary care 
provider) in order to obtain access to 
obstetrical or gynecological care from a 
health care professional in our network who 
specializes in obstetrics or gynecology- The 
health care professional, however, may be 
required to comply with certain procedures, 
including obtaining prior authorization for 
certain services, following a pre-approved 
treatment plan, or procedures for making 
referrals. For a list of participating health 
care professionals who specialize in 
obstetrics or gynecology, contact the [plan 
administrator or issuer! at [insert contact 
information]. 

(b) Coverage of emergency services— 

(1) Scope. If a group health plan, or a 
health insurance issuer offering group or 
individual health insurance coveri^e, 
provides any benefits with respect to 
services in an emergency department of 
a hospital, the plan or issuer must cover 
emergency services {as defined in 
paragraph (b){4)(iil of this section) 
consistent with the rules of this 
paragraph (b). 

(2) General rules. A plan or issuer 
subject to the requirements of this 
paragraph (b) must provide coverage for 
emergency services in the following 
manner — 

(i) Without the need for any prior 
authorization determination, even if the 
emergency services are provided on an 
out-of-network basis; 


(ii) Without regard to whether the 
health care provider hiroishing the 
emergency services is a participating 
network provider with respect to the 
services; 

(iii) If the emergency services are 
provided out of network, without 
imposing any administrative 
requirement or limitation on coverage 
that is more restrictive than the 
requirements or limitations that apply to 
emergency SMvices received from in- 
network providers; 

(iv) If tne emergency services are 
provided out of network, by complying 
with the cost-sharing requirements of 
paragraph {bK3) of this section; and 

(v) Without regard to any other term 
or condition of the coverage, other 
than — 

(A) The exclusion of or coordination 
of benefits; 

(B) An affiliation or -waiting period 
permitted under part 7 of ERISA, part A 
of title XXVII of the PHS Act, or chapter 
100 of the Internal Revenue Code; or 

(C) Applicable cost sharing. 

(3) Cost-sharing requirements — (i) 
Copayments and coinsurance. Any cost- 
sharing requirement expressed as a 
copayment amount or coinsurance rate 
imposed with respect to a participant, 
beneficiary, or enrollee for out-of- 
network emergency services cannot 
exceed the cost-sharing requirement 
imposed with respect to a participant, 
beneficiary, or enrollee if the services 
were provided in-network. However, a 
participant, beneficiary, or enrollee may 
be required to pay, in addition to the in- 
network cost-sharing, the excess of the 
amount the out-of-network provider 
charges over the amount the plan or 
issuer is required to pay under this 
paragraph (b)(3)(i). A group health plan 
or health insurance issuer complies 
with the requirements of this paragraph 
{b)(3) if it provides benefits with respect 
to an emergency service in an amount 
equal to the greatest of the three 
amounts specified in paragraphs 
(b)(3)(i)(A). {b)(3)(i)(B). and (b)(3)(i)(C) 
of this section (which arc adjusted for 
in-network cost-sharing requirements). 

(A) The amount negotiated with in- 
network providers for the emergency 
service furnished, excluding any in- 
network copayment or coinsurance 
imposed with respect to the participant, 
beneficiary, or enrollee. If there is more 
than one amount negotiated with in- 
network providers for the emergency 
service, the amount described under 
this paragraph (b)(3){i)(A) is the median 
of these amounts, excluding any in- 
network copayment or coinsurance 
imposed with respect to the participant, 
beneficiary, or enrollee. In determining 
the median described in the preceding 


sentence, the amount negotiated with 
each in-network provider is treated as a 
separate amount {even if the same 
amount is paid to more than one 
provider). If there is no per-service 
amount negotiated with in-network 
providers (such as under a capitation or 
other similar payment arrangement), the 
amount under this paragraph {b)(3)(i)(A) 
is disregarded. 

(B) The amount for the emergency 
service calculated using the same 
method the plan generally uses to 
determine payments for out-of-network 
services {such as the usual, customary, 
and reasonable amount), excluding any 
in-network copayment or coinsurance 
imposed with respect to the participant, 
beneficiary, or enrollee. The amount in 
this paragraph {b){3)(i){B) is determined 
without reduction for out-of-network 
cost sharing that generally applies under 
the plan or health insurance coverage 
with respect to out-of-network services. 
Thus, for example, if a plan generally 
pays 70 percent of the usual, customary, 
and reasonable amount for out-of- 
network services, the amount in this 
paragraph {b)(3)(i)(B) for an emergency 
service is the total (that is, 100 percent) 
of the usual, customary, and reasonable 
amount for the service, not reduced by 
the 30 percent coinsurance that would 
generally apply to out-of-network 
services (but reduced by the in-notwork 
copayment or coinsurance that the 
individual would be responsible for if 
the emergency service had been 
provided in-network). 

(C) The amount that would be paid 
under Medicare (part A or part B of title 
XVni of the Social Security Act, 42 
U.S.C. 1395 et seq.) for the emergency 
service, excluding any in-network 
copayment or coinsurance imposed 
with respect to the participant, 
beneficiary, or enrollee. 

(ii) Other cost sharing. Any cost- 
sharing requirement other than a 
copayment or coinsurance requirement 
(such as a deductible or out-of-pocket 
maximum) may be imposed with 
respect to emergency services provided 
out of network if the cost-sharing 
requirement generally applies to out-of- 
network benefits. A deductible may be 
imposed with respect to out-of-network 
emergency services only as part of a 
deductible that generally applies to out- 
of-network benefits. If an out-of-pocket 
maximum generally applies to out-of- 
network benefits, that out-of-pockel 
maximum must apply to out-of-network 
emergency services, 

(iii) Examples. The rules of this 
paragraph (b)(3) are illustrated by the 
following examples. In all of these 
examples, the group health plan covers 
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benefits with respect to emergency 
services. 

Example 1. (i) Facts. A group health plan 
imposes a 25% coinsurance responsibility on 
individuals who are furnished emergency 
services, whether provided in network or out 
of network. If a covered individual notifies 
the plan within two business days after the 
day an individual receives treatment in an 
emergency department, the plan reduces the 
coinsurance rate to 15%. 

(ii) Conclusion. In this Example J, the 
requirement to notify the plan in order to 
receive a reduction in the coinsurance rate 
does not violate the requirement that the plan 
cover emergency services without the need 
for any prior autliorization determination. 
This is the result even if the plan required 
that it be notified before or at Uie time of 
receiving services at'the emergency 
department in order to receive a reduction in 
the coinsurance rate. 

Example 2. (i) Facts. A group health plan 
imposes a $60 copayment on emergency 
services without preauthorization, whether 
provided in network or out of network. If 
emergency services are preauthorized, the 
plan waives the copayment, even if it later 
determines the medical condition was not an 
emergency medical condition. 

(ii) Conclusion. In this Example 2, by 
requiring an individual to pay more for 
emergency services if the individual does not 
obtain prior authorization, the plan violates 
the requirement that the plan cover 
emergency services without the need for any 
prior authorization determination. (By 
contrast, if, to have the copayment waived, 
the plan merely required ^at it be notified 
ratiicr than a prior authorization, then the 
plan would not violate the requirement that 
the plan cover emergency services without 
the need for any prior authorization 
determination.) 

Example 3. (i) Facts. A group health plan 
covers individuals who receive emergency 
services with respect to an emergency 
medical condition from an out-of-network 
provider. The plan has agreements with in- 
network providers with respect to a certain 
emergency service. Each provider has agreed 
to provide the service for a certain amount. 
Among all the providers for the service: one 
has agreed to accept S85, two have agreed to 
accept SlOO, two have agreed to accept $110, 
three have agreed to accept $120, and one has 
agreed to accept S15Q. Under the agreement, 
the plan agrees to pay the providers 80% of 
the agreed amount, with the individual 
receiving the service respon-sibie for the 
remaining 20%. 

(ii) Conclusion. In this Example 3, the 
values taken into account in determining the 
median are $85, $100, $100. $110, $110, 

$120, $120, $120, and $150. 'I'hereforc. the 
median amount among those agreed to for the 
emergency service i.s $110, and the amount 
under paragraph (b)(3)(i){A) of this .section is 
80% of $110 ($88). 


Example 4. (i) Facts. Same facts as 
Example 3. Subsequently, the plan adds 
another provider to its network, who has 
agreed to accept SI 50 ftjrthe eme^ency 
service. 

(ii) Conclusion. In this Example 4, the 
median amount among those agreed to for the 
emergency service is $115. (Because there is 
no one middle amount, the median is the 
average of the two middle amounts, $110 and 
$120.) Accordingly, flte amount under 
paragraph {b){3)(i)(A) of this section is 80% 
of SI 15 ($92). 

Example 5. (i) Facts. Same feels as 
Example 4. An individual covered by the 
plan receives the emeigency service from an 
out-of-network provider, who charges $125 
for the service. With respect to services 
provided by out-of-network providers 
generally, the plan reimbiuses covered 
individuals 50% of the reasonable amount 
charged by the provider for medical services. 
For this purpose, the reasonable amount for 
any service is based on information on 
charges by all providers collected by a third 
party, on a zip code by zip code basis, with 
the plan treating charges at a specified 
percentile as reasonable. For the emergency 
service received by the individual, the 
reasonable amount calculated using this 
method is $116. The amount tliat would be 
paid under Medicare for the emergency 
service, excluding any copayment or 
coinsurance for the service, is $ 80 . 

(ii) Conclusion. In this Example 5. the plan 
is responsible for paying $92.80, 80% of 
$116. The median amount among those 
agreed to for the emergency service is $115 
and the amount the plan would pay is $92 
(80% of $115); the amount calculated using 
the same method the plan uses to determine 
payments for out-of-network services — 

$116 — excluding the in-network 20% 
coinsurance, is $92.80; and the Medicare 
payment is $80. Thus, the greatest amount is 
$92.80. The individual is responsible for the 
remaining $32.20 charged by the out-of- 
network provider. 

Example 6. (i) Facts. Same facts as 
Example 5. The group health plan generally 
imposes a $250 deductible for in-network 
health cere. With respect to all health care 
provided by out-of-network providers, the 
plan imposes a $500 deductible. (Covered in- 
network claims arc credited against the 
deductible.) The individual has incurred and 
submitted $260 of covered claims prior to 
receiving the emergency service out of 
network. 

(ii) Conclusion. In this Example 6, the plan 
is not responsible for paying anything with 
respect to the emergency service furnished by 
the out-of-nctwork provider because the 
covered individual has not satisfied the 
higher deductible that applies generally to all 
health care provided out of network. 
However, the amount the individual is 
required to pay is credited against the 
deductible. 


(4) Definitions. The definitions in this 
paragraph (b)(4) govern in applying the 
provisions of this paragraph (b). 

(i) Emergency medical condition. The 
term emergency medical condition 
means a medical condition manifesting 
itself by acute symptoms of sufficient 
severity (including severe pain) so that 
a prudent layperson, who possesses an 
average knowledge of health and 
medicine, could reasonably expect the 
absence of immediate medical attention 
to result in a condition described in 
clause (i). (ii). or (iii) of section 
1867(e)(1)(A) of the Social Security Act 
(42 U.S.C. 1395dd(e)(l)(A)). (In that 
provision of the Social Security Act, 
clause (i) refers to placing the health of 
the individual (or, with respect to a 
pregnant woman, the health of the 
woman or her unborn child) in serious 
jeopardy; clause (ii) refers to serious 
impairment to bodily functions; and 
clause (iii) refers to serious dysfunction 
of any bodily organ or part.) 

(ii) Emergency services. The term 
emergency services means, with respect 
to an emergency medical condition — 

(A) A medical screening examination 
(as required under section 1867 of the 
Social Security Act, 42 U.S.C. 1395dd) 
that is within the capability of the 
emergency department of a hospital, 
including ancillary services routinely 
available to the emergency department 
to evaluate such emergency medical 
condition, and 

(B) Such further medical examination 
and treatment, to the extent they are 
within the capabilities of the staff and 
facilities available at the hospital, as are 
required under section 1867 of the 
Social Security Act (42 U.S.C. 1395dd) 
to stabilize the patient. 

(iii) Stabilize. The term to stabilize, 
with respect to an eraei^ency medical 
condition (as defined in paragraph 
(b)(4)()) of this section) has the meaning 
given in section 1867(o)(3) of the Social 
Security Act (42 U.S.C. 1395dd{e)(3)). 

(c) Applicability date. The provisions 
of this section apply for plan years (in 
the individual market, policy years) 
beginning on or after September 23, 
2010. See §147.140 of this part for 
determining the application of this 
section to grandfathered health plans 
(providing that these rules regarding 
patient protections do not apply to 
grandfathered health plans). 

[FR Doc, 2010-15278 Filed 6-22-10; 1] :t5 am] 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

45 CFR Part 152 

[OCIIO-9995-IFC] 

RIN 0991-AB71 

Pre-Existing Condition insurance Plan 
Program 

AGENCY: Office of Consumer Information 
and Insurance Oversight, OCIIO, 
Department of Health and Human 
Services, HHS. 

ACTION: Interim final rule with comment 
period. 

SUMMARY: Section 1101 of Title 1 of the 
Patient Protection and Affordable Care 
Act of 2010 (Affordable Care Act) 
requires that the Secretary establish, 
either directly or through contracts with 
States or nonprofit private entities, a 
temporary high risk health insurance 
pool program to provide affordable 
health insurance coverage to uninsured 
individuals with pre-existing 
conditions. This program will continue 
until January 1, 2014, when Exchanges 
established under sections 1311 and 
1321 of the Affordable Care Act will be 
available for individuals to obtain 
health insurance coverage. This interim 
final rule implements requirements in 
section 1101 of the Affordable Care Act. 
Key issues addressed in this interim 
final rule include administration of the 
program, eligibility and enrollment, 
benefits, premiums, funding, and 
appeals and oversight rules. 

OATES; Effective date: This regulation is 
effective on July 30, 2010. 

Comment date; To be assured 
consideration, comments must be 
received at one of the addresses 
provided below, no later than 5 p.m. on 
September 28, 2010. 

ADDRESSES; In commenting, plea.se refer 
to file code OCIIO-9995-IFC. Because of 
staff and resource limitations, we cannot 
accept comments by facsimile (FAX) 
transmission. 

You may submit comments in one of 
four ways (please choose only one of the 
ways listed) 

1. Electronically. You may submit 
electronic comments on this regulation 
to http://www.regulations.gov. Follow 
the instructions under the “More Search 
Options” tab. 

2. By regular mail. You may mail 
written comments to the following 
address only: Centers for Medicare & 
Medicaid Services, Department of 
Health and Human Services, Attention: 
CMS-OCIIO-IFC, P.O. Box 8010, 
Baltimore, MD 21244-8010. 


Please allow sufficient lime for mailed 
comments to be received before the 
close of the comment period. 

3. By express or overnight mail. You 
may send written comments to the 
following address only: Centers for 
Medicare & Medicaid Services, 
Department of Health and Human 
Services, Attention: <XIlIO-9995-IFC, 
Mail Stop C4-26-05, 7500 Security 
Boulevanl, Baltimore, MD 21244-1850. 

4. By hand or courier. If you prefer, 
you may deliver (by hand or courier) 
your written comments before the close 
of the comment period to either of the 
following addresses: 

a. For delivery in Washington, DC — 
Centers for Medicare & Medicaid 

Services, Department of Health and 
Human Services, Room 445-G, Hubert 
H. Humphrey Building, 200 
Independence Avenue, SW,, 
Washington, DC 20201 
(Because access to the interior of the 
Hubert H. Humphrey Building is not readily 
available to persons without Federal 
government identification, commenters arc 
encouraged to leave their comments in the 
CMS drop slots located in the main lobby of 
the building. A stamp-in clock is available for 
persons wishing to retain a proof of filing by 
stamping in and retaining an extra copy of 
the comments being filed.) 

b. For delivery in Baltimore, MD — 
Centers for Medicare & Medicaid 

Services, Department of Health and 
Human Services, 7500 Security 
Boulevard, Baltimore, MD 21244- 
1850. 

If you intend to deliver your 
comments to the Baltimore address, 
please call telephone number (410) 786- 
7195 in advance to schedule your 
arrival with one of our staff members. 

Comments mailed to the addresses 
indicated as appropriate for hand or 
courier delivery may be delayed and 
received after the comment period. 

Submission of comments on 
paperwork requirements. You may 
submit comments on this document’s 
paperwork requirements by following 
the instructions at the end of the 
“Collection of Information 
Requirements” section in this document. 

For information on viewing public 
comments, S€m 3 the beginning of the 
SUPPLEMENTARY INFORMATION section. 

FOR FURTHER INFORMATION CONTACT: 

Ariel Novick, (301) 492-4290. 
SUPPLEMENTARY INFOTMATION: Inspection 
of Public Comments: All comments 
received before the close of the 
comment period are available for 
viewing by the public, including any 
persondly identifiable or confidential 
business information that is included in 


a comment. We post all comments 
received before the close of the 
comment period on the following Web 
site as soon as possible after they have 
been received: http://regulations.gov. 
Follow the search instructions on that 
Web site to view public comments. 

Comments received timely will be 
also available for public inspection as 
they are received, generally beginning 
approximately 3 weeks after publication 
of a document, at the headquarters of 
the Centers for Medicare & Medicaid 
Services, 7500 Security Boulevard, 
Baltimore, Maryland 21244, Monday 
through Friday of each week from 8:30 
a.m. to 4 p.m, To schedule an 
appointment to view public comments, 
phone 1-800-743-3951. 

I. Background 
A. Genera/ 

Historically, public policy has 
addressed the challenges of people with 
pre-existing conditions through either 
high risk pools or insurance reform. In 
general, high risk pools provide 
coverage of last resort for people who, 
because of their health, are denied 
coverage by private insurers or are 
unable to purchase coverage in the 
individual market except at 
substantially surcharged premiums due 
to their health status, and are ineligible 
for public coverage (such as Medicare or 
Medicaid), Most Slates that permit 
insurers to decline coverage for health 
reasons have established high risk pools 
as an alternative coverage option in 
their individual market. These current 
pools provide safety net coverage for 
people who have difficulty obtaining 
individual health insurance because of 
their pre-existing conditions. First 
established in 1976, 35 State high risk 
pools currently provide coverage to 
approximately 200,000 individuals, or 
about one percent of the individual 
market nationwide, and vary in terms of 
the populations they cover and the 
benefits they provide. 

States ant3 the Congress through the 
Affordable Care Act nave also elected to 
use insurance reforms to address the 
accessibility and availability of health 
insurance coverage for high risk 
populations. Seven States have adopted 
guaranteed issue to ensure access to 
coverage, and two States prohibit health 
status from being a factor in setting 
premiums.’ The Patient Protection and 
Affordable Care Act of 2010, (the 
Affordable Care Act or “the Act”), Public 
Law 111-148 applies a ban on pre- 
existing condition exclusions and “rate- 
ups” based on health status starting in 


’ Kaiser Family Foundation, State Health Facts. 
http://www,statBkBatthfacts,org/. 
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2014 and prohibits the use of pre- 
existing condition exclusions for 
children starting in plan or policy years 
that begin on or after September 23, 
2010.2 This temporary Federal program 
provides coverage to uninsured 
Americans with pre-existing conditions 
until the Affordable Care Act is fully 
implemented in 2014. 

B. Overview: Section 1101 of the Patient 
Protection and Affordable Care Act 
The Affordable Care Act, was enacted 
on March 23, 2010. The Health Care and 
Education Reconciliation Act (the 
Reconciliation Act), Public Law 111- 
152, was enacted on March 30, 2010. 
Section 1101 of the Affordable Care Act 
requires that the Secretary of the 
Department of Health and Human 
Services (HHS) establish, either directly 
or through contracts with States or 
nonprofit private entities, a temporary 
high risk health insurance program to 
provide access to coverage for 
uninsured Americans with pre-existing 
conditions. (Hereafter, we generally 
refer to this program as the Pre-Existing 
Condition Insurance Plan program, or 
PCIP program, to avoid confusion with 
the existing State high risk pool 
programs, which will continue to 
operate separately.) 

The PCIP program is intended to 
remain in place from the time of its 
establishment until the Exchanges 
established under sections 1311 or 1321 
of the Act go into effect on January 1 , 
2014. This interim final regulation sets 
policy only for this unique, temporary 
Federal program with fixed Federal 
funding. Presented below is a general 
overview of the statutory requirements 
for the new program. More detailed 
descriptions of the specific 
requirements are included below as part 
of the discussion of the associated 
regulatory provisions set forth in this 
interim final rule. 

n. Provisions of the Interim Final Rule 

A. General Provisions (Subpart A, 
§152.1 Through §152.2) 

Section 152.1 of this interim final rule 
specifies the general statutory authority 
for the ensuing regulations and the 
scope of the program, consistent with 
section 1101 of the Act. Section 152.2 
provides definitions for terms that 
appear throughout these regulations. 
Generally, the definitions are self- 
explanatory or taken directly from 


2 These provisions do not apply to 
J'grandfathered” plans. For a description of these 
provisions, see the interim final regulations 
implementing 2719A (regarding patient 
protections), published in the Federal Register on 
June 28. 2010 (75 FR 37188). 


section 1101 of the statute. The 
definitions set forth in subpart A apply 
to all of part 152 unless otherwise 
indicated and are applicable only for 
purposes of part 152. 

Tne definition of “pre-existing 
condition exclusion” warrants a brief 
discussion. First, it is important to note 
that this definition applies only for 
purposes of the prohibition in section 
1 10lCc}(2)(A) on a PCIP “imposlingl any 
preexisting condition exclusion” under 
the coverage provided (an important 
protection for a pregram designed to 
offer covmage to those with a pre- 
existing condition), and is separate from 
the "guidelines” that determine pre- 
existing condition status under section 
1101{d){2)(3) for purposes of eligibility 
for enrollment in a PCIP. These latter 
eligibility provisions are set forth in 
subpart C of this rule, under section 
152.14. 

State laws vary with regard to the 
definition of a pre-existing condition 
exclusion. For pxuposes of defining a 
pre-existing condition exclusion, we 
adopted the definition of pre-existing 
condition currently used in the group 
market under the Health Insurance 
Portability and Accountability Act of 
1996 (HIPAA). We also look into 
account section 1201 of the Affordable 
Care Act, which prohibits denials of 
coverage because of a pre-existing 
condition. Thus, we specify that pre- 
existing condition exclusion has the 
same meaning as under 45 CFR 144.103. 
That is, the term refers to a denial of 
coverage, or limitation or exclusion of 
benefits, based on the fact that the 
individual denied coverage or benefits 
had a health condition that was present 
before the date of enrollment for the 
coverage (or a denial of enrollment), 
whether or not any medical advice, 
diagnosis, care, or treatment was 
recommended or received before that 
date. This would include exclusions 
stemming from a condition identified 
via a pre-enrollment questionnaire or 
physical examination, or the review of 
medical records during the pre- 
enrollment period. 

B. PCIP Program Administration 
(Subpart B, § 152.6 and § 152.7) 

As noted above, section 1101(b) of the 
Affordable Care Act provides that HHS 
may “carry out” the temporary high risk 
health insurance pool program either 
directly or through contracts with 
eligible entities, which are States and 
non-profit entities. Eligible entities must 
submit a proposal to carry out a PCIP in 
a time and manner, and containing such 
information, that the Secretary requires. 
Section 152.6 establishes the general 
rules for administration through either a 


State or by HHS through a non-profit 
private entity. Section 152.7 then 
describes the proposal process and 
specifies that in order to contract with 
HHS, the eligible entity’s proposal must 
demonstrate capability to perform all 
functions necessary for the design and 
operation of a PCIP, and that its 
proposed PCIP is in full compliance 
with all of the requirements of this part. 

These standards establish minimum 
requirements for PCIPs, and are 
supplemented by other requirements 
detailed in solicitation documents (such 
as the descriptions of the outreach plan 
and consumer information resources 
that each PCIP will establish) and 
incorporated into the final contracts 
with HHS. 

B. Eligibility and Enrollment (Subpart C. 
§ 152.14 Through § 152.15) 

Section 1101(d) of the Affordable Care 
Act provides the basic eligibility criteria 
for the PCIP program, which are set 
forth under § 152.14. In addition, 
consistent with the Secretary’s general 
authority under section 110i(c)(2)(D) of 
the Act to establish requirements for a 
PCIP, we set forth enrollment and 
disenrollment requirements in § 152.15. 

Eligibility for the PCIP Program 
(§152.14) 

Under section 1101(d) of the 
Affordable Care Act and subparagraphs 
(1), (2) and (3) of § t52-14(a) of this 
interim final rule, an individual is 
eligible to enroll in a PCIP if he or she: 
(1) Is a citizen or national of the United 
States or is lawfully present in the 
United States as determined in 
accordance with section 1411 of the 
Affordable Care Act; (2) has not been 
covered under creditable coverage, as 
defined in section 2701(c)(1) of the 
Public Health Service Act as of the date 
of enactment, during the 6-month 
period prior to the date on which he or 
she is applying for coverage through the 
PCIP: and (3) has a pre-existing 
condition, as determined in a manner 
consistent with guidance issued by the 
Secretary. We further provide in 
§ 152.14(a)(4) that an individual must be 
a resident of a State that falls within the 
service area of a PCIP. 

Eligibility Conditioned on Citizenship 
and Immigration Status 

Eligibility for the PCIP program is 
limited to citizens or nationals of the 
United States and individuals who are 
lawfully present in the United States. 
For the purpose of this regulation, 
lawfully present has the meaning 
presently used under the Children’s 
Health Insurance Program, provided in 
the State Health Official letter issued by 
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the Centers for Medicare and Medicaid 
Services (CMS) on July 1, 2010. Section 
1101(d)(1) directs the Secretary to make 
a determination of citizenship and 
immigration status in accordance with 
section 1411 of the Act, which describes 
procedures to be employed for 
determining eligibility for the 
Exchanges and provides for these 
procedures also to be used in 
determining eligibility for the PCIP 
program. This section sets forth detailed 
requirements governing the type of 
information that applicants must 
provide and specific verification 
procedures that the Secretary of Health 
and Human Services, Commissioner of 
Social Security, and Secretary of 
Homeland Security would be required 
to follow to establish eligibility. Section 
1411(c)(4) of the Affordable Care Act 
ftirther provides that the Secretary shall 
conduct verifications and 
determinations “through the use of an 
on-line system or otherwise for the 
electronic submission of, and response 
to, the information submitted * * * 
with respect to an applicant,” or by 
“such other method as is approved by 
the Secretary” that determines "the 
consistency of the information 
submitted with the information 
maintained in the records of the 
Secretary of the Treasury, the Secretary 
of Homeland Security, and the 
Commissioner of Social Security”. 

Under this authority, §152.15(a){3} 
specifies that a PCIP must verify that an 
individual is a United Slates citizen or 
national, or lawfully present in the 
United States. A PCIP can verify an 
individual’s citizenship or immigration 
status through the Social Security 
Administration or, if applicable, the 
Department of Homeland Security. In 
many cases, States may be able to 
automate verification of citizenship and 
immigration status by leveraging 
existing data exchanges that are 
currently in place for other programs, 
such as Medicaid and the Children’s 
Health Insurance Program. The 
Department of Homeland Security's U.S. 
Citizenship and Immigration Services 
(USCIS) Systematic Alien Verification 
for Entitlements (SAVE) program 
provides online system to verify an 
individual’s immigration status. States 
can access this system after entering 
into the necessary Memorandum of 
Understanding with USCIS. An 
automated verification process will be 
used in all States where HHS is 
administering the PCIP program. 

Some States are not able to have an 
automated “on-line system” or 
“electronic” process in place when they 
start accepting enrollments into their 
PCIPs. Therefore, these regulations 


provide, as an “alternative method” 
approved by the S«:retary, that a PCIP 
program may instead r«piire the 
individual to provide documentation 
that establishes citizenship or 
immigration status. Subject to HHS 
approval, States using documentation 
procedures may switch to an automated 
system in the fijture. If a PCIP shares 
such information with the ScK:ia! 
Security Administration or the 
Department of Homeland Security, 
consistent with the Privacy Act, the 
regulation specifies that a PCIP must 
include a disclosure that the 
information provided on the enrollment 
request may be shared with other 
government agencies for purposes of 
establishing eligibility. The l5q)e(s) of 
documentation PCIPs may use is subject 
to approval by HHS under the terms of 
the contract. 

Eligibility Based on a 6-Month Period 
Without Insurance Coverage 

Eligibility for the PCIP program is 
limited to individuals with no 
creditable coverage during the 6-month 
period prior to the date on which they 
apply for coverage through the PCIP. 
Section 2701(c)(1) of the Public Health 
Service Act on the dale of enactment 
and 45 CFR § 146.113(a)(1) define 
creditable coverage as coverage of an 
individual under a group health plan, 
health insurance coverage as defined at 
45 CFR 144.103, Medicare Part A or Part 
B, Medicaid, the Children’s Health 
Insurance Program, the TRICARE 
program, a medical care program of the 
Indian Health Service or of a tribal 
organization, a Slate health benefits risk 
pool (that is, existing State high risk 
pool), the Federal Employee Health 
Benefits program, a public health plan 
(for example, coverage through the 
Veterans Administration), or a health 
benefit plan offered under section 5(e) 
of the Peace Corps Act. Such creditable 
coverage includes health coverage 
provided to certain former employees, 
retirees, spouses, former spouses, and 
dependent children who are entitled to 
temporary continuation of health 
coverage at group rates under the 
Consolidated Omnibus Reconciliation 
Act of 1985 (COBRA). We specify under 
§ 152.14(b)(3) that if an individual has 
already satisfied the requirement for a 6- 
month period without creditable 
coverage in conn«:tion with qualifying 
for a given PCIP under section 1101 of 
the Act, the individual will be 
considered to have satisfied this 
eligibility requirement for purposes of a 
PCIP in another State, if such individual 
moves to a different State and wishes to 
enroll in that State’s PCIP. 


In light of the unique circumstances 
presented by infants who are less than 
six months old, the Department will 
issue guidance on how the requirement 
that the individual not have had 
creditable coverage during the six- 
month period prior to the application 
for the PCIP program applies to and can 
be satisfied by .such infants. Factors to 
be considered in this guidance include 
whether coverage in the hospital under 
the mother’s plan at birth counts, 
current practices regarding insurers' 
coverage of newborns, and the anti- 
dumping rules that direct the Secretary 
to prevent disenrollment of individuals 
from existing insurance due to their 
health status. 

Eligibility Based on Having a Pre- 
Existing Condition 

Under section 1101(d)(3), eligibility 
for the PCIP program is conditioned on 
individuals having a pre-existing 
condition, as “determined in a manner 
consistent with guidance issued by the 
Secretary.” We specify at § 152.14(c)(1) 
that a PCIP in a State, or the PCIP run 
by a non-profit in States that are not 
carrying out the PCIP program, may 
determine that an individual has a pre- 
existing condition, for purposes of PCIP 
eligibility, based on satisfying any one 
or more of the following criteria, subject 
to HHS approval: (1) The individual 
provides documented evidence that an 
insurer has refused, or has provided 
clear indication that it would refuse, to 
issue individual coverage on grounds 
related to the individual’s health; (2) the 
individual provides documented 
evidence that he or she has been offered 
individual coverage but only with a 
rider that excludes coverage of benefits 
associated with a pre-existing condition; 

(3) the individual provides documented 
evidence that he or she has a medical or 
health condition specified by the State 
and approved by the Secretary: or 

(4) other criteria as defined by the PCIP 
and approved by HHS. 

We oelieve that these criteria are fully 
consistent with the intent of section 
1101(d)(3) of the Act and address the 
problems that individuals with pre- 
existing conditions face when applying 
for insurance coverage in the individual 
market. That is, individuals with pre- 
existing conditions are often unable to 
obtain coverage for reasons that include 
an outright denial and an exclusion of 
coverage for the pre-existing condition. 
This includes instances when an 
individual applies for coverage and is 
informed by the carrier’s representative 
or Web site that they would be denied 
for coverage by the carrier due to the 
pre-existing condition. Providing States 
and non-profit entities operating a PCIP 
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the option of using these manifestations 
of having a pre-existing condition, 
rather than relying on a list of medical 
conditions, is consistent with the PCIP 
program goal of covering people who 
both have a pre-existing condition and 
otherwise cannot access insurance. We 
note that in some cases, individuals 
with pre-existing conditions are unable 
to obtain outright written coverage 
denials, but instead are told that carriers 
will not accept their applications. These 
regulations will permit PCIPs to exercise 
flexibility in determining exactly what 
type of communication constitutes a 
refusal to issue coverage. 

Under § 152.14(cK3), we specify that 
a PCIP may determine that an 
individual has a pre-existing condition 
based on evidence of the existence or 
history of certain medical or health 
conditions, as approved by the 
Secretary. This provision comports with 
our intention to permit the continuing 
use of eligibility standards that States 
use in their existing high risk pools, and 
permits a State that has guaranteed issue 
and community rated premiums to use 
an alternative test to showing a denial 
of coverage. 

Finally, we provide at § 152.14{cK4l 
that HHS may approve other criteria for 
meeting the definition of pre-existing 
condition under a given PCIP. 

We anticipate that the first two 
criteria will be used in all States where 
individuals may be denied coverage or 
offered coverage with exclusionary 
riders. In the PCIP program serving 
States that have elected not to play a 
role in operating a PCIP program, only 
the first two criteria will be used, except 
with respect to individuals who are 
guaranteed to be issued a policy. PCIPs 
administered by States or non-profit 
entities may choose to utilize the 
additional criteria with HHS approval. 
Eligibility for a PCIP Conditioned on 
Residing in the Plan’s Service Area 

Eligibility for a PCIP is limited to 
individuals who reside in the service 
area of the PCIP, At § 152.14(al(4), we 
provide that an individual must be a 
resident of one of the SO States or the 
District of Columbia which constitutes 
or is within the service area of the PCIP. 

The statute explicitly acknowledges 
the role of a State (defined in section 
1304(d) of the Act as the 50 States and 
the District of Columbia) with respect to 
the administration of PCIP, with no 
reference to “Territories” (see 1101(b)(2) 
and (3). llQl(e)(3}, 1101(g)(3)(A) and 
(5)), Unlike section 1204(a) of the Health 
Care and Education Reconciliation Act 
of 2010, (which amended the Affordable 
Care Act and clearly specified a role for 
territories in the operation of 


Exchanges), the Congress made no 
similar reference to Territories in 
connection with the PCIP program. 
Enrollment and Discnrollment Process 
(§152.15) 

Under our authority in srction 
1101(c)(2)(D) of the Act to impose 
“appropriate” reqtiiremcnts that PCIPs 
would be r^uir^ to meet, § 152.15(a) 
and (b) require PCIPs to establish a 
process for enrolling and discnrolllng 
individuals that is approved by HHS. 
Our intent is to permit the use of 
established enrollment policies and 
procedures in place under existing State 
high risk pools, to the extent that they 
are consistent with the statute. 

Section 152.15(a)(2) of this interim 
final rule specifies that a PCIP must 
allow an individual to remain enrolled 
unless the individual is disenrolled 
under specified circumstances (for 
example, the individual moves out of 
the service area or obtains other 
creditable coverage) or the PCIP 
program is terminated. Our intent is to 
promote continuity of coverage for 
individuals who enroll in a PCIP until 
they are able to obtain coverage through 
the Exchange, under which 
participating insurers cannot exclude 
individuals with pre-existing 
conditions. We understand, however, 
that to the extent individuals can obtain 
other coverage, for example, by 
becoming entitled to Medicare or 
enrolling in employer-based health 
insurance, such coverage would obviate 
the need for coverage provided by the 
PCIP. Leveraging the availability of such 
coverage, by exiting the PCIP, enables 
other qualified individuals to enrol). 

A PCIP is required to establish, 
consistent with § 152.15(b) of this 
interim final rule, a disenrollment 
process that is approved by HHS. As 
noted above, we seek to support States’ 
ability to participate in this program by 
allowing them to adopt policies and 
procedures in use under existing high 
risk pool programs. We understand that 
current practice in State high risk pools 
is that an individual who does not pay 
his or her premiums on a timely basis 
may be disenrolled. We provide in 
§ 152.15(b)(2) that, under these 
circumstances, the enrollee will receive 
sufficient notice and reasonable grace 
period for payment prior to any 
disenrollment taking effect not to 
exceed 61 days (the longest period 
currently provided for by States). The 
consequence of failii^ to pay premiums 
and any subsequent disenrollment is 
that an individual loses access to 
coverage and may not be able to re- 
enroll for 6 months. Thus, we believe 
that it is the PCIP’s responsibility to 


inform its enrollees prior to making a 
disenrollment effective. There are other 
circumstances in which involuntary 
disenrollment is appropriate and thus 
we establish at § 152.15(b)(3) that a PCIP 
must disenroll an individual in cases of 
death, where an individual obtains 
creditable coverage or no longer resides 
in the PCIP’s service area, and other 
exceptional circumstances as 
established by HHS. We envision that 
such circumstances would include cases 
of fraud or intentional 
misrepresentation of material fact, and it 
is our intent to work with PCIPs to 
develop policies in these areas via sub- 
regulatory guidance. As we explain 
under our discussion of eligibility, an 
individual who is disenrolled because 
he or she no longer resides in the 
service area of a PCIP does not have to 
satisfy another 6-monlh continuous 
period without creditable coverage 
before applying to enroll in a PCIP in 
the new State of residence. 

Section 152.15(c) requires that a PCIP 
establish rules governing effective dates 
of enrollments and disenrollments. In 
particular, a PCIP program must specify 
the deadline for receiving an enrollment 
application that would take effect on the 
first of the following month. In general, 
an individual who submits a complete 
enrollment request by an eligible 
individual by the 15th day of a month 
could access coverage by the Ist day of 
the following month. Exceptions to this 
policy will be subject to approval by 
HHS. 

Finally, given the capped 
appropriation for this program, we 
recognize that PCIPs need sufficient 
programmatic flexibility to manage their 
costs and enrollment, to help ensure 
that the PCIP program’s funding 
allocation is sufficient to cover claims 
and other program costs for the entire 
duration of the program. Thus, we 
establish authority under § 152.15(d) for 
a PCIP program to employ strategies to 
manage enrollment over the course of 
the program that may include 
enrollment capacity limits, phased-in 
(delayed) enrollment, premium and 
benefit adjustments that indirectly affect 
enrollment, and other measures, as 
defined by the PCIP and approved by 
HHS. 

Benefits — (Subpart D, Sections 152.19 
Through 152.22) 

Covered Benefits (§ 152.19) 

Required Benefits (§ 152.19(a)) 

The required benefit list in § 152.19(a) 
builds off of the essential health benefits 
under the new section 2707 of the 
Public Health Service Act, as enacted in 
the Affordable Care Act, for which 
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guidance has yet to be issued. The list 
is consistent with the most commonly 
covered services offered in existing 
State high risk pools, according to a 
survey conducted by the National 
Association of State Comprehensive 
Health Insxirance Plans (NASCHIP) in 
2009. Its benefits are also parallel to the 
benefits offered by the Federal 
Employees Health Benefits Plan 
(FEHBP). 

Excluded Services (§152. 19(b)) 

Section 152.19Cb) sets forth a list of 
services that shall not be covered by any 
PCIP. While the specific benefits to be 
included and excluded by any PCIP are 
generally subject to HHS approval and 
review through the PCIP contracting 
process, this excluded services list 
addresses several areas where providing 
coverage is unequivocally prohibited. 
This list of excluded services parallels 
that of FEHBP. 

The subject of Federal funding of 
abortion services with respect to the 
Affordable Care Act was addressed in 
the Executive Order issued by the 
President on March 24, 2010: The 
enactment of the Affordable Care Act 
left in place current restrictions that 
prohibit the use of Federal funds for 
abortion services, except in cases of rape 
or incest, or where the life of the woman 
would be endangered. Exec. Order No. 
13,535. 75 FR 15,599 (Mar. 24, 2010). 
These restrictions currently apply to 
certain Federal programs that are similar 
to the PCIP program. The PCIP program 
is Federally*created, funded, and 
administered (whether directly or 
through contract); it is a temporary 
Federal insurance program in which the 
risk is borne by the Federal government 
up to a fixed appropriation. As such, the 
services covered by the PCIP program 
shall not include abortion services 
except in the case of rape or incest, or 
where the life of the woman would be 
endangered. 

Pre-Existing Conditions Exclusions 
(§152.20) 

Section 110l{c)(2)(A} of the Act 
requires that a PCIP established under 
this section not impose any pre-existing 
condition exclusions with respect to 
covered services. The Health insurance 
Portability and Accountability Act of 
1996 (HIPAA) includes limitations for 
pre-existing conditions in the group 
market. This protection was expanded 
vinder section 1201 of the Affordable 
Care Act. which prohibits any pre- 
existing condition exclusions from 
being imposed by group health plans or 
group and individual health insurance 
coverage beginning January 1, 2014. The 
interim final rules issued pursuant to 


section 2704 of the Public Health 
Service Act (as amended by the 
Affordable Care Act) under § 147 adopt, 
with minor modifications, the definition 
of pre-existing condition currently used 
under HIPAA. 

Similarly, our rule prohibits PCIPs 
from applying any pre-existing 
condition exclusion to covered services, 
and consistent with the regulations 
implementing section 1201 of the Act, 
defines a pre-existing condition 
exclusion as a limitation or exclusion of 
benefits based on the fact that the 
condition was pi^ent before the date of 
enrollment in coverage {or a denial of 
enrollment), whether or not any medical 
advice, diagnosis, care, or treatment was 
recommended or received before that 
date. 

Pursuant to the authority provided to 
the Secretary under section 
1101(c)(2)(D), this interim final rule also 
prohibits PCIPs from imposing any type 
of coverage waiting period upon eligible 
individuals. For purposes of this rule, a 
waiting period is defined as the period 
immediately following the effective date 
of emollment in which some or all 
benefits in the coverage are not 
provided. Accordingly, once an 
individual is enrolled in a PCIP 
consistent with the rules sot forth in 
subpart C, full coverage must be 
provided to the individual starting with 
the effective date of enrollment. 
Premiums and Cost-Sharing (§152.21) 
Standard Rate 

Section 1101(c){2)(C)(iii) of the Act 
requires that premium rates charged for 
coverage under the high risk pool 
program be established at “a standard 
rate for a standard population”. The 
National Association of Insurance 
Commissioners (NAIC) Model Health 
Plan for Uninsurable Individuals Act 
suggests that high risk pool plans 
“determine a standard risk rate by 
considering the premium rates charged 
by other insurers offering health 
insurance coverage to individuals.” 
Furthermore, section 2245(g)(2) of the 
Public Health Service Act (PHSA), 
which governs the existing Federal high 
risk pool grant program, defines the 
“standard risk rate” for the high risk 
pools to mean a rate that: (1) Is 
determined under the State high risk 
pool by considering the premium rates 
chaiged by other health insurers offering 
health insurance coverage to individuals 
in the insurance market served; (2) is 
established using reasonable actuarial 
techniques; and (3) reflects anticipated 
claims experience and expenses for the 
coverage involved. 


In keeping with the methodology 
suggested by the NAIC Model Act and 
the Federal grant program. § 152.21 of 
this interim final rule generally 
interprets the phrase “standard rate for 
a standard population” to refer to the 
premium rates offered in the individual 
market in a given State. While existing 
State high risk pools’ premiums vary 
between 105-250 percent of the 
standard rate of the individual market, 
the Act requires that premiums in the 
PCIP program be at the standard rate, 
rather than a higher proportion of that 
rate. Therefore, this rule provides that a 
PCIP established under this section 
must not offer enrollees premiums at a 
rate that exceeds 100 percent of the 
standard individual market rate in the 
PCIP service area. 

This interim final rule does not 
mandate a specific formula for 
calculating the standard rate. Instead, 
we specify that a PCIP may calculate the 
standard rate using reasonable actuarial 
techniques, as approved by the 
Secretary, that reflect anticipated 
experience and expenses, This 
requirement should accommodate 
reasonable variations in the methods 
that PCIPs may use to calculate a 
standard risk rate. 

Wo also recognize that individual 
market rates in each State can vary as a 
consequence of individual State 
insurance laws. For example, some 
States require that insurers issue all 
applicants a policy or offer coverage at 
a community rate. In such situations, 
the standard individual rate may be 
considerably higher than in a State that 
permits insurers to reject applicants or 
set premiums on the basis of health 
status or other factors. To account for 
these variations, § 152.21(a) of these 
rules provides that, subject to approval 
by HHS, a PCIP may use other methods 
of determining the standard rate in the 
Stale. The exact methodology must be 
submitted and approved through the 
proposal process as specified in §152,8 
of this part. 

Premium Variation 

Section 1101(c)(2)(C)(ii) of the Act 
specifies that premium rates in a PCIP 
can vary on the basis of age by a factor 
not greater than 4 to 1. Section 
2701(a)(3) of the PHSA as amended by 
the Affordable Care Act requires HHS, 
in consultation with NAIC, to define 
permissible age bands for rating 
purposes in the individual and group 
markets, However, the rating bands 
established under section 2701 will not 
be effective until January 1, 2014, and 
no such requirement exists for the PCIP 
program. Given these factors, this rule 
does not establish standard age bands 
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for the PCIP program beyond the 
statutory requirements. Thus, 

§ 152.21(a)(2) of this rule simply follows 
the statutory requirement of section 
1101(c){2)(C)(ii) of the Act and provides 
that premiums charged in the rciP can 
vary by age on a factor of not greater 
than 4 to 1 . Specific age band rating will 
be established through the PCIP 
contracting process. 

Section 1101(c)(2)(C)(i) of the Act 
requires that premiums in the PCIP 
program may vary only as provided 
under section 2701 of the PHSA, other 
than what is allowed in section 1101. 
Section 2701 permits premiums rates to 
vary in the individual and group 
markets by a finite number of factors. 
Gender rating, for example, is 
prohibited in the PCIP program. 

l,imits on Enrollee Costs 

Section 1101(c)(2)(B) of the Act sets 
limits on enrollee costs in the PCIP 
program. Specifically, the issuer’s share 
of the total allowed costs of benefits 
provided under such coverage cannot be 
less than 65 percent of such costs, 
subject to actuarial review and approval 
by the Secretary, Section 152.21(b)(1) of 
this rule provides that coverage under a 
plan offered by a PCIP must at a 
minimum meet this 65 percent 
threshold. 

Section 1101{c)(2)(B)(ii) of the Act 
requires that coverage provided by 
PCIPs not have an out*of'pocket limit 
greater than the applicable amount 
described in section 223(c)(2) of the 
Internal Revenue Code, which sets the 
out-of-pocket limit for high deductible 
health plans associated with a tax 
favored health savings accounts. (This 
amount is $5,950 for 2010.) Under 
§ 152.2, we define out-of-pocket costs as 
the sum of the annual deductible and 
the other annual out-of-pocket expenses, 
other than for premiums, required to be 
paid under the plan. Section 
152.21(b)(2) also notes that, consistent 
with IRS rules, the out-of-pocket limit 
may be applied only for in-network 
providers, consistent with the terras of 
PCIP plan benefit package. 

Access to Services (§ 152.22) 

As noted above, section 1101(c)(2)(D) 
of the Act provides that coverage offered 
via a PCIP must meet any other 
requirements determined appropriate by 
the Secretary of HHS. Section 152.22 
provides that the PCIP may specify the 
network of providers from whom 
enrollees may obtain services, provided 
that the PCIP demonstrates to IWS that 
it has a sufficient number and range of 
providers to ensure that all covered 
services are reasonably available and 
accessible under such coverage. Section 


152.22(b) makes clear that, in the case 
of emergency room services, such 
services must be covered out of network 
and out of area if (1) the enrollee had 
a reasonable concern that failure to 
obtain immediate treatment could 
present a serious risk to his or her life 
or health; and (2) the services were 
required to assess whether a condition 
requiring immediate treatment exists, or 
to provide such immediate treatment 
where warranted. We believe these 
requirements are in keeping with 
generally accepted standards with 
respect to the provision of emergency 
services in plans with network limits, 
such as those in place in the Medicare 
Advantage program under title XVIII of 
the Social Security Act and the 
commercial health insurance market, 

E. Oversight (Subpart E, Sections 152.3B 
Through 152.28) 

Appeals Procedures {§ 152.26) 

Section 1101(1)(1) of the Act requires 
the establishment of an appeals process 
to enable individuals to appeal 
determinations under the rciP program. 
We are interpreting this provision to 
apply both to determinations with 
respect to benefit coverage 
determinations and determinations with 
respect to an individual’s eligibility for 
the program, including whether an 
individual is a citizen or national of the 
United States, or lawfully present in the 
United States. 

Rather than establishing detailed, 
proscriptive requirements with respect 
to appeals procedures, § 152.26 of this 
interim final rule establishes minimum 
requirements that all PCIPS must meet. 
Section 152.26(b) specifies that a PCIP 
must provide for a timely 
redetermination of an eligibility or 
coverage determination: coverage 
determinations include both whether an 
item or service is covered and the 
amount paid by the PCIP. For coverage 
determinations, § 152.26(b)(3) further 
specifies that an enrollee has the right 
to a timely second-level appeal, or 
“reconsideration,” by an independent 
entity. 

The requirement for independent 
review of a plan’s coverage 
redetermination ensures that the entity 
providing the reconsideration would 
have no stake of any kind in the 
outcome, and was not involved in the 
initial or reconsidered determination 
being reviewed. This requirement could 
be satisfied under a variety of 
arrangements, including (1) An existing 
appeal mechanism provided for under 
State law; (2) in the case of a State- 
administered PCIP, a review process 
created by the State; or (3) an 


independent contractor, such as the 
independent review entities with which 
HHS contracts to review coverage 
determinations under the Medicare 
program. 

These requirements are intended to 
permit States to use existing appeals or 
review mechanisms provided for under 
State law, and to permit other non-profit 
entities to utilize their existing internal 
appeals mechanisms. The actual appeals 
mechanisms will be subject to the 
Secretary's approval as part of the 
contracting process. Given both the 
temporary nature of the program and the 
statutory implementation timeframe for 
the new program, we believe that using 
these existing mechanisms is necessary 
and appropriate. 

Fraud, Waste, and Abuse (§ 152.27) 

Section 1101(f)(2) of the Affordable 
Care Act requires the Secretary to 
establish procedures to protect against 
fraud, waste, and abuse. To that end, 

§ 152.27(a) of this interim final rule 
requires the PCIP to develop, 
implement, and execute operating 
procedures to prevent, detect, recover 
payments (when applicable or 
allowable), and promptly report to HHS 
incidences of waste, fraud, and abuse. 
These procedures are required to 
include identifying situations in which 
enrollees, potential enrollees, or their 
family members had access to employer- 
based coverage, and may have been 
discouraged from enrolling in that 
coverage. Should HHS become aware of 
instances involving fraud, waste, or 
abuse within the PCIP’s operation, HHS 
will take appropriate action within the 
terms of the contract, or as otherwise 
provided by law. As stated in 
§ 152.27(b), the PCIP shall cooperate 
with Federal law enforcement and 
oversight authorities in cases involving 
waste, fraud and abuse, and shall report 
cases in which an individual may have 
been discouraged from enrolling in 
other coverage to appropriate 
authorities. For example, if the coverage 
was an employer group health plan 
svibject to ERISA, which prohibits 
discrimination based on health status, 
the matter should be reported to the 
Department of Labor for investigation 
and possible enforcement action. 

Preventing Insurer Dumping (§ 152.28) 

There is an incentive for employers 
and issuers to single out high risk and 
thus high-cost individuals and offer 
incentives for them to disenroli from 
their coverage and obtain coverage in 
PCIPs which offer such individuals 
guaranteed access to coverage without 
pre-existing condition exclusion at a 
standard premium, if they are uninsured 
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for at least six months. Congress 
recognized this potential issue and 
directed the Secretary under section 
1101(eK2) of the Act to establish criteria 
for determining whether health 
insurance issuers and employment- 
based health plans have discouraged 
individuals from remaining enrolled in 
prior coverage based on the health 
status of those individuals, and specifies 
certain criteria that shall be included in 
those established by the Secretary. 
Section 152.28 of this interim final rule 
thus sets forth these criteria, and 
requires that PCIPs establish procedures 
to identify and report to HHS instances 
where health insurance issuers or group 
health plans are discouraging high-risk 
individuals from remaining enrolled in 
their current coverage, in instances 
where such individuals subsequently 
arc eligible to enroll in the PCIP. 

Consistent with section 1101(e)(2) of 
the Affordable Care Act, section 
152.28(c) of the interim final rule 
provides that if, in applying the criteria 
in section 152.28(b), it is determined 
that a dumping under section 152.28(a) 
has occurred, the Secretary may bill the 
issuer or group health plan for any 
medical expenses incurred by the PCIP 
for such enrollees. In these situations, 
the interim final rule also makes clear 
that the issuer or group health plan will 
be referred to appropriate Federal and 
State authorities for other enforcement 
action that may be warranted depending 
on the facts and circumstances. Finally, 
section 152.28(d) specifies that nothing 
in the subsection may be construed as 
constituting exclusive remedies for 
violations of the section or preventing 
States from applying or enforcing this 
section or other provisions of law with 
respect to health insurance issuers, 
consistent with section I10l(c)(3} of the 
Affordable Care Act. Additional 
guidance will be issued to prevent 
“dumping” from public programs like 
Medicaid and the Children’s Health 
In.surance Program. 

F. Funding (Subpart F, Sections 152.32 
Through 152.35) 

Use of Funds (§152.32) 

Section 1101(g) of the Affordable Care 
Act appropriates $5,000,000,000 to pay 
the claims and administrative costs of 
the PCIP program established under this 
section that are in excess of the amount 
of premiums collected from enrollees. 
Traditionally, in State high risk pools, 
as well as other insurance programs, the 
funds collected from enrollees as 
premiums and other funding streams are 
expended across two chief areas. The 
majority of funds collected as premiums 
are expended to pay the health expenses 


for covered services incurred by 
enrollees. Administrative expenses, the 
costs of operating the program, make up 
the second major expraise category. 
Section 152.32(a) of this interim final 
rule thus provides that all funds 
awarded under this program must be 
used exclusively to pay the allowable 
claims and administrative costs of a 
PCIP established under this section. 
Such costs include those incurred in the 
development and operation of the PCIP 
program, to the extent that those costs 
are in excess of the amounts or 
premiums collra^ted from individuals 
enrolled in the program. PCIP program 
funds are not available for any other 
uses, such as to pay expenses or defray 
premiums of existing State high risk 
pools. 

Although the Act does not specify the 
amount that a PCIP can spend on 
administrative expenses, § 152.32(b) of 
this rule permits PCIPs to spend no 
more than 10 percent of its total allotted 
funds towards administrative expenses. 
The 10 percent limitation is similar to 
what is imposed under the Children’s 
Health Insurance Program (CHIP). 
Typical examples of the types of 
administrative costs and expenses that 
we expect to bo incurred by PCIPs 
include; Start-up and program 
implementation activities, the 
production and distribution of 
information and outreach materials, 
eligibility determination and enrollment 
processing, claims processing, costs 
associated with prevention and 
detection of fraud, waste and abuse, and 
other ancillary services such as 
operation of a customer service call 
center, account maintenance, and 
appeals. We note that, given the start-up 
costs for the new PCIPs established 
under this program, and the need for 
expeditious implementation, this 10 
percent cap applies to the total 
allotment for the duration of the 
program, as opposed to spending in a 
given year. 

Initial Allocation of Funds (§152.33) 

Section 1101(g) of the Act does not 
specify exactly how HHS should 
allocate binds for the purpose of this 
program. At the outset of the program, 
as specified under section 152.33, the 
Secretary has established initial 
allotment ceilings for PCIPs in each 
State using a methodology consistent 
with the funding allocation 
methodology used in CHIP, as set forth 
under 42 CFR Part 457, subparl F, 
Payment to States. (Note that, subject to 
these allocation ceilings, the estimated 
funding amounts available under the 
PCIP program contracts are established 
through the contracting process based 


on the projected number of PCIP 
enrollees and their projected claims 
costs. Actual payments to PCIPs will be 
based on their reported cost statements 
during the life of the contract.) 

Thus, the initial ceilings on PCIP 
funding allocations are based on a 
blended formula based on the State 
population, number of uninsured 
individuals under 65, and geographic 
health care costs. Under this formula, 
one half of the available funds are 
allocated based on the number of the 
noneiderly population in each State, 
compared to the total U.S. noneiderly 
population. This gives more populous 
Stales more funding and docs not 
penalize those States that employ 
mechanisms to reduce the number of 
uninsured persons in their States. 

The health care cost index that HHS 
will use to adjust the funding 
allocations will be based on the wages 
of employees in the health services 
industry, and is consistent with what 
we have used under the Children’s 
Health Insurance Program. These wage 
data were developed by the Bureau of 
Labor Statistics of the Department of 
Labor through its Quarterly Census of 
Employment and Wages. This will 
include a weighted average of the wages 
in the health services industry 
represented by ambulatory health care 
services, hospitals, and nursing and 
residential care facilities. As in the CHIP 
formula, 15 percent of the cost factor is 
held constant, while 85 percent reflects 
how each State’s average wage compares 
to the U.S. average. In order to insure 
that the geographic variation and cost 
adjustments accurately reflect statistics 
on population and the number of 
uninsured, the same year of data will be 
used to calculate population, number of 
uninsured, geographic health care costs, 
and cost adjustments. 

Reallocation of Funds (§152.34) 

As noted above, over time, spending 
under the PCIP program will be 
determined based on the actual 
enrollment and cost experience of the 
PCIPs across the country. Thus, we 
recognize that there may be a need to 
reallocate funds if actual experience 
indicates that, in a given State, not all 
of funds available under the allocation 
formula will be used. Section 152.34 
accounts for this possibility by giving 
HHS explicit authority to reallocate 
funds among States if HHS determines 
that the PCIP in a given State will not 
make use of the total estimated funding 
originally allotted to that State. HHS 
will be receiving monthly reports on the 
program costs of each PCIP and will 
consult closely with PCIPs in evaluating 
these reports and making any decisions 
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with respect to the need for 
reallocations. 

Insufficient Funds {§ 152.35) 

Section 1101 (g)( 2 ) of the Affordable 
Care Act states that if HHS estimates for 
any fiscal year that the aggregate 
amounts available for the payment of 
the expenses of the high risk pool will 
be less than the actual amount of such 
expenses, HHS shall make such 
adjustments as are necessary to 
eliminate this deficit. Further, section 
1101(g)(4) of this Act states that HHS 
has the authority to stop taking 
applications for participation in the 
program to comply with the funding 
limitations. Accordingly, § 152.35(c) of 
this rule provides that the PCIP, subject 
to HHS approval, may adjust premiums, 
alter required benefits, limit PCIP 
applications or take other measures to 
eliminate a projected deficit. 
Particularly in view of the capped 
appropriation for the PCIP program, 
HHS is committed to working very 
closely with the PCIPs to monitor PCIP 
enrollment and claims experience. To 
that end, the PCIP contracts include 
detailed reporting responsibilities with 
respect to PCIP enrollment and 
spending, as well as spsiling out PCIP 
responsibilities for the development of 
mitigation strategies and recommended 
adjustments should the amounts 
available under a contract be less than 
the projected expenses. Lastly, 

§ 152.35(d) ensures that, if the Secretary 
estimates that aggregate amounts 
available for PCIP expenses will be less 
than the actual amount of expenses, 
HHS reserves the right to make such 
adjustments as are necessary to 
eliminate such deficit, consistent with 
the terms of the PCIP contract. 

G. Relationship to Existing Laws and 
Programs (Subpart G, § 152.39 Through 
§152,40) 

Relationship to Other Federal Health 
Insurance Regulation 
We note that subtitles A and C of Title 
I of the Affordable Care Act contain new 
requirements that apply to group health 
plans and issuers of health insurance in 
the individual health insurance market 
which are governed by title XXVII of the 
PHSA. Some of these provisions address 
the same areas as the above provisions 
in section 1101 governing the PCIP 
program (e.g., premium amounts, 
beneficiary out-of-pocket expenses, and 
pre-existing conditions). These 
insurance reforms do not apply to the 
PCIP established under section 1101 of 
the Affordable Care Act and 
implemented in this interim final rule 
since the high risk pools do not meet the 


definition of a group health plan or a 
health insurance issuer pursuant to 
sections 2791{aKl) and 2791(b)(2) of the 
PHS Act. 

Maintenance of Effort {§ 152.39) 

Section 1101{b)(3} of the new law 
imposes a maintenance of effort 
requirement, which specifies that in 
order for a State to enter into a contract 
to administer a POP, a State must agree 
not to reduce the annual amount it 
expended on the operation of an 
existing State high risk pool in the year 
preceding the year in which a PCIP 
contract begins. We believe that the 
clear intent of this provision is to 
prohibit the shifting of costs of existing 
State high risk pools to the Federal 
government. The maintenance of effort 
requirement both ensures that the fijmd 
$5 billion in funding is used to meet the 
PCIP pro^am goals and also reinforces 
the limitation of eligibility to 
individuals who are uninsured, as 
opposed to those already insured 
through a State high risk pool. At the 
same time, we recognize that States now 
use different sources of funds to support 
the operation of existing high risk pools. 
For example, many States rely upon 
assessments on the health insurance 
industry or health insurance providers 
to support their high risk pools, and 
States also commonly allow insurers to 
reduce premium lax payments by all or 
a percentage of such assessment. 

Given the various funding models that 
are now in place in different States, we 
believe it is appropriate to permit States 
some latitude in terms of ways in which 
they can satisfy this requirement subject 
to Secretarial approval. Accordingly, 
section 152.39(a) specifies that in order 
for a Slate to enter into a contract with 
the Secretary it must comply with the 
maintenance of effort requirement set 
forth in section 1101(b)(3) of the 
Affordable Care Act in a manner 
approved by the Secretary. We 
anticipate that permissible methods of 
meeting this requirement would 
include, but are not limited to, 
maintaining either the total amount or 
the total per capita amount of State 
funding for the operation of an existing 
high risk pool (given that a State would 
be maintaining its effort per enrollee, 
and cannot control disenrollment), 
maintaining the same formula for 
providing fanding for a State high risk 
pool, or establishing an altered formula 
that the Secretary determines will not 
reduce the total funds expended on the 
existing high risk pool. (Note that 
options such as the pw capita approach 
would need to be evaluated in terms of 
other policies in effect in a Stale that 
could negatively inffuence enrollment 


in an existing Slate high risk pool.) 
Again, all such approaches are subject 
to the approval of the Secretary. 

Section 152.39(b) specifies that in 
situations where a State enters into a 
contract with HHS under this part, HHS 
shall take appropriate action, such as 
terminating the PCIP contract, against 
any State that fails to maintain fanding 
levels for existing State high risk pools. 

Relation to State Laws (§ 152.40) 

Section 152.40 of this interim final 
rule reflects the provision in section 
1101(g)(5) that specifies State standards 
that might otherwise apply to the 
coverage offered under a PCIP program 
are pre-empted, with the exception of 
laws relating to licensing or solvency. 
This language tracks similar language 
that applies to State regulation of health 
plans offering Medicare Advantage 
plans under Medicare Part C or drug 
coverage under Medicare Part D under 
title XVIII of the Social Security Act, 
and we would expect to interpret the 
language for purposes of the PCIP 
program in a manner similar to the way 
HHS has applied it under those 
programs. 

H. Transition to Exchanges (Subpart H, 
§152.44 Through §152.45) 

End of PCIP Coverage (§ 152.44) 

Section of 152.44 of this interim final 
rule specifies that, consistent with 
section 1101(g)(3)(A) of the Affordable 
Care Act. enrollee coverage under the 
PCIP program will end effective January 

I, 2014, because affordable coverage 
will be available under the Exchanges 
and insurance plans will no longer be 
permitted to exclude coverage for pre- 
existing conditions. Note that PCIP 
program contracts will remain in effect 
to provide for appropriate contractual 
close out periods, but coverage of claims 
under the PCIP program will extend 
only to the costs of covered services 
provided up through December 31 , 

2013. 

Transition to the Exchanges (§ 145.45) 

As provided by section 1101(g)(3)(B) 
of the Affordable Care Act, HHS will 
develop procedures to transition PCIP 
enrollees to the Exchanges (exchanges) 
that are established under sections 1311 
or 1321 of the Act, in order to ensure 
there are no lapses in coverage for 
individuals enrolled in the PCIP 
program. Since these exchanges are still 
in the developmental stages, we believe 
it would be premature to specify 
transition procedures in this interim 
final role. Thus, section 152.45 simply 
establishes that HHS will develop such 
transition procedures, and we encourage 


194 


45022 Federal Register/Vol. 75, No. 146/Friday, July 30, 2010/Rules and Regulations 


comments on the best ways to carry out 
the transition. 

III. Response to Comments 

Because of the large number of public 
comments we normally receive on 
Federal Register documents, we are not 
able to acknowledge or respond to them 
individually. We will consider all 
comments we receive by the date and 
time specified in the OATES section of 
this preamble, and, when we proceed 
with a subsequent document, we will 
respond to the comments in the 
preamble to that document. 

IV. Waiver of Proposed Rulemaking 

We ordinarily publish a notice of 
proposed rulemaking (NPRM) in the 
Federal Register and invite public 
comment on the proposed rule before 
publishing a final rule that responds to 
comments and sets forth final 
regulations that generally take effect 
sixty days later. This procedure can be 
waived, however, if an agency finds 
good cause that a notice-and-comment 
procedure is impracticable, 
unnecessary, or contrary to the public 
interest and incorporates a statement of 
the finding and its reasons in the rule 
issued. 

The Affordable Care Act was enacted 
on March 23, 2010, and requires that a 
temporary high risk pool program be in 
place “not later than 90 days” after 
enactment. The publication of proposed 
regulations in an NPRM could not 
govern implementation of the high risk 
pool program, as they would constitute 
mere proposals with no force of law, 

The normal sixty-day public comment 
period provided for in the case of 
regulations proposed in an NPRM 
would by itself consume two-thirds of 
the time the statute provides for 
implementation. Under these 
circumstances, it would be 
impracticable and contrary to the public 
interest to delay putting regulations into 
effect that are necessary to implement 
the program until the rules have been 
subjected to prior notice and comment 
procedures. 

Therefore, we find good cause to 
waive the notice of proposed 
rulemaking and to issue this final rule 
on an interim basis. We are providing a 
60-day public comment period. Also, 
because these regulations need to be in 
effect in order to undertake full 
implementation of the program, we also 
find good cause for waiving the normal 
delay in effective date that would apply, 
and these regulations are effective on 
July 30, 2010. 


V. Collection of Infonnation 
Requirements 

Under the Paperwork Reduction Act 
of 1995, we are required to provide 60- 
day notice in the Federal Register and 
solicit public comment before a 
collection of information requirement is 
submitted to the Office of Management 
and Budget (OMB) for review and 
approval. In order to fairly evaluate 
whether an information collection 
should be approved by OMB. section 
3.506(c)(2)(A) of the Paperwork 
Reduction Act of 1995 requires that we 
solicit comment on the following issues: 

• The need for the infonnation 
collection and its usefulness in canying 
out the proper functions of our agency- 

• The accuracy of our estimate of the 
information collection burden. 

• The quality, utility, and clarity of 
the information to be collected. 

• Recommendations to minimize the 
infonnation collection burden on the 
affected public, including automated 
collection techniques. 

We are soliciting public comment on 
each of these issues for the following 
sections of this document that contain 
information collection requirements 
(ICRs): 

A. ICRs Regarding Proposal Process 
(§152.7) 

Section 152.7 states that a proposal 
frem a State or horn a nonprofit private 
entity shall demonstrate that the eligible 
entity has the capacity and technical 
capability to perform all functions 
necessary for the design and operation 
of a Pre-Existing Condition Insurance 
Plan (PCIP), and that its proposed PCIP 
is in full compliance with all of the 
requirements of this part. Specifically, 
the proposal shall demonstrate that the 
proposed PCIP satisfies at least the 
conditions listed at § 152.7(a)(1) through 
(9). 

If there are States that do not submit 
acceptable proposals as described in 
§ 152.7, HHS will solicit proposals from 
nonprofit entities to contract with HHS 
to operate a PCIP in those States. 
Nonprofits may submit proposals to 
contract directly with HHS to operate a 
PCIP program. 

The burden associated with this 
requirement is the time and effort 
necessary for a Slate or nonprofit entity 
to develop and submit a proposal to 
operate a PCIP. which is a one-time 
information collMlion burden. We 
estimate that it would take a State or 
nonprofit entity 684 hoxirs to compile 
the necessary information to comply 
with this requirement. While this one- 
time requirement is subject to the PRA, 
the associated burden is approved under 
OMB control number 0938-1085. 


B. ICRs Regarding Eligibility (§ 152.14) 

Section 152.14 discusses eligibility to 

enroll in a PCIP program. An individual 
who enrolls in a PCIP must meet both 
the requirements listed at § 152.14(a)(1), 
demonstrating they are a citizen or 
national of the United States or lawftiliy 
present in the United States and 
§ 152.14(a)(3). providing evidence that 
they have a pre-existing condition as 
established under paragraph (c) of this 
section. The burden associated with this 
requirement includes the process of 
obtaining such information and 
forwarding the information to the 
appropriate party at the PCIP. We 
estimate this information could be 
submitted either electronically or hard 
copy in accordance with directions 
furnished by the PCIP and approved by 
HHS. We estimate that it will take 
approximately 30 minutes per applicant 
to obtain, review and submit the above 
proofis) of eligibility. Although the 
Department has not estimated program 
participation, for the purpose of this 
calculation, we assume that within the 
first six months of the program 
approximately 100,000 potential 
enrolleos will submit eligibility 
information to the PCIP program. The 
estimated one-time burden associated 
with this requirement is 50,000 hours. 
As the program progresses beyond 2010, 
we assume that we will receive fewer 
inquiries based on the experience with 
existing State high risk pool programs. 

In 2011 and beyond, wo assume that 
approximately 50,000 potential 
enrollees will submit eligibility 
infonnation to the PCIP program, The 
estimated annual burden associated 
with this requirement is 25,000 hours. 

C. ICRs Regarding Enrollment and 
Disenrollment Process (§ 152.15) 

Section 152.15(a) and (b) require a 
PCIP to develop and implement 
enrollment and disenrollment 
processes, respectively. The burden 
associated with these requirements is 
the time and effort necessary for a PCIP 
program to establish enrollment and 
disenrollment procedures. The burden 
associated with the establishment of 
enrollment and disenrollment 
procedures is a one-time burden that 
was included in the 684 burden hour 
estimate in our earlier discussion of 
§ 152.7, While these requirements are 
subject to the PRA, the associated 
burden is approved under OMB control 
number 0938-1085. 

In regards to ongoing reporting under 
the PCIP contract, any State or entity 
selected to administer the PCIP program 
may later decide it is in the best interest 
of their State to propose amendments to 
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the previously agreed upon contract. We 
estimate that, while uncommon, such 
instances may occur and permissible 
proposed changes would be allowed. 
When considering ail aspects of the 
contract, which would include (he 
enrollment and disenrollment process, 
access to services, and the appeals 
process, we estimate that it will take 
approximately 24 hours per contractor 
to submit a revised proposal and 
implement any approved amendments. 
The estimated annual burden associated 
with this requirement is 1.224 hours at 
a cost of $28,152. 

D. ICBs Regarding Access to Services 
(§152.22) 

Section § 152.22(a) states that a PCIP 
may specify the networks of providers 
from whom enrollees may obtain plan 
services. The PCIP must demonstrate to 
HHS that it has a sufficient number and 
range of providers to ensure that all 
covered services are reasonably 
available and accessible to its enrollees. 
The burden associated with this 
requirement is the time and effort 
necessary for a PCIP to demonstrate to 
HHS that it has a sufficient number and 
range of providers to ensure that ail 
covered services are reasonably 
available and accessible to its enrollees. 
The burden associated with these 
requirements is included in the 684 
burden hour estimate for compiling the 
necessary information to comply with 
this requirement as stated in our earlier 
discussion of § 152.7. 

In regards to ongoing reporting under 
the pen* contract, any State or entity 
selected to administer the PCIP program 
may later decide it is in the best interest 
of their state to propose amendments to 
the previously agreed upon contract. We 
estimate that while uncommon, such 
instances may occur, and permissible 
proposed changes would be allowed. 
When considering all aspects of the 
contract, which would include access to 
covered services, we estimate that it will 
take approximately 24 hours per 
contractor to submit a revised proposal 
and implement any approved 
amendments. The estimated annual 
burden associated with this requirement 
is 1 ,224 hours at a cost of $28,152. 

E. ICRs Regarding Appeals Procedures 
(§152.26) 

Section 152.26(a) requires a PCIP to 
establish and maintain procedures for 
individuals to appeal eligibility and 
coverage determinations. Section 
152.26(b) lists the minimum 
requirements for appeals procedures. 
The burden associated with this 
requirement is the time and effort 


necessary for a POP to develop and 
maintain appeals procedures. The 
burden associated with these 
requirements is included in the 684 
burden hour estimate for compiling the 
necessary information to comply with 
this requirement as stated in our earlier 
discussion of § 152.7. The 
aforementioned information collection 
requirements and associated burden are 
currently approved under OMB control 
number 0938-1085. 

In regards to ongoing reporting under 
the PCIP contract, any state or entity 
selected to administer the PCIP program 
may later decide it is in the best interest 
of their slate to propose amendments to 
the previously agreed upon contract. We 
estimate that while uncommon, such 
instances may occur, and permissible 
proposed changes would be allowed. 
When considering all aspects of the 
contract, which would include the 
appeals process, we estimate that it will 
take approximately 24 hours per 
contractor to submit a revised proposal 
and implement any approved 
amendments. The estimated annual 
burden associated with this requirement 
is 1,224 hours at a cost of $28,152. 

F. ICRs Regarding Fraud, Waste, and 
Abuse {§ 152.27} 

As stated in § 152.27(a), a PCIP shall 
develop, implement, and execute 
operating procedures to prevent, delect, 
recover (when applicable or allowable), 
and promptly report to HHS incidences 
of waste, fraud and abuse. Additionally, 
§ 152.27(b) states that a PCIP program 
shall cooperate with Federal law 
enforcement authorities in cases 
involving waste, fraud, and abuse. The 
burden associated with the requirement 
contained in § 152.27 is the time and 
effort necessary to submit the required 
information on an ongoing basis. We 
estimate that it will take PCIPs 4 hours 
each month, per State, to report all 
required information to HHS and/or 
Federal law enforcement authorities 
which would include any identified 
instances of waste, fraud, and abuse. 

The estimated annual burden associated 
with this requirement is 2,448 hours at 
a cost of $56,304. 

G. ICRs Regarding Preventing Insurer 
Dumping (§ 152.28} 

Section 152.28(b) requires a PCIP to 
establish procedures to identify and 
report to HHS instances in which health 
insurance issuers or group health plans 
are discouraging high*risk individuals 
from remaining enrolled in their current 
coverage and in instances in which such 
individuals subsequently are eligible to 
enroll in the qualified high risk pool. 


The required procedures shall include 
methods to identify circumstances 
described in § 152.28(b)(1) through (4). 
The burden associated with this 
requirement is the time and effort 
necessary for a PQP to establish 
procedures for identifying insurer 
dumping and for reporting dumping 
practices to HHS. We estimate that it 
will take PCIPs 8 hours each month, per 
State, to develop and report information 
to HHS of any health insurance issuer 
or group health plan they have 
identified as discouraging an individual 
from remaining enrolled in coverage 
offered by such issuer or health plan 
based on the individual’s health status. 
The estimated annual burden associated 
with this requirement is 4,896 hours at 
a cost of $110,160. 

H. ICRs Regarding Use of Funds 
(§152.32) 

Section 152.32 states that all hinds 
awarded through the contracts 
established under this program must be 
used exclusively to pay allowable 
claims and administrative costs 
incurred in the development and 
operation of the PCIP that are in excess 
of the amounts of premiums collected 
from individuals enrolled in the 
program. The burden associated with 
this requirement is the time and effort 
necessary for a State to collect allowable 
cost information, review and submit 
such information to HHS for payment. 
We estimate that it will take each PCIPs 
16 hours each month, per State to 
comply with this requirement. The 
estimated annual burden associated 
with this requirement is 9,792 hours at 
a cost of $323,130. 

I. ICRs Regarding Maintenance of Effort 
(§152.39) 

Section 152.39(a) requires a State that 
enters into a contract with HHS under 
this part to demonstrate, subject to 
approval by HHS, that it will continue 
to provide funding of any existing high 
risk pools in the State at a level that is 
not reduced from the amount provided 
for in the year prior to the year in which 
the contract is entered. The burden 
associated with this requirement is the 
time and effort necessary for a State to 
demonstrate maintenance of effort to 
HHS. The burden associated with this 
one-time requirement is included in the 
684 burden hour estimate for compiling 
the necessary information to comply 
with the proposal requirement as stated 
in our earlier discussion of § 152.7. 
While this requirement is subject to the 
PRA, the associated burden is approved 
under OMB control number 0938-1085, 
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Table 1— Annual Reporting and Recordkeeping Burden 


Regulation 

Section(s) 

OMB 

Control 

No. 

Respondents 

Responses 

Burden 

resp(mse 

(hcHim) 

Tot^ 

annual 

iHH-den 

(hours) 

Hourly labor 
cost 

of reporting 
($) 

Total 
labor cost 
of reporting 
($) 

Total capital/ 
maintenance 
costs 
(S) 

Total cost 
($) 

§152.7, 

§152.15, 
§152.22, 
§152.26, 
§152.39 

0938-1085 : 

51 

51 

6B4 

34,884 I 


1,421,268 

0 

1,421,268 

§152.15, 
§152.22, 
§152.26 

0938-1100 

51 

51 

24 

1.224 


28,152 

0 

28,152 

§152.14 

0938-1095 

100,000 

100,000 

.5 

50,000 


N/A 

0 

N/A 

§152.27 

0938-1100 

51 

612 

4 

2,448 

** ■ 

56,304 

0 

56,304 

§152.28 

0938-1100 

51 

612 

8 

4,896 


110,160 

0 

110,160 

§152.32 

0938-1100 

51 

612 

16 

9,792 


323,136 

0 

323,136 

Total 


100,051 

101,887 


103,244 




1,939,020 


"Wage rates vary by level of staff involved in complying with information collection request (ICR). Wage rates are detailed in ttie Supporting 
Statement Part A for this (ICR). Wage rates vary from $12 to $60 hwjrly salary. Su^witing Statement Part A for this (ICR). 


We will accept comments for both the 
new information collection 
requirements contained in this interim 
final rule and the requirements 
previously approved under 0938-1 085 
and 0938-1095, respectively, for 60 
days from the date of display for this 
interim final rule. At the conclusion of 
the 60-day comment period, we will 
publish an additional notice 
announcing the submission of the 
information collection request 
associated with this final rule for 0MB 
approval. At that time, the public will 
have an additional 30 days to submit 
public comments to 0MB for 
consideration. 

If you comment on these information 
collection and recordkeeping 
requirements, please do either of the 
following; 

1. Submit your comments 
electronically as specified in the 
ADDRESSES soction of this proposed rule; 
or 

2. Submit yotir comments to the 
Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, 

Attention: CMS Desk Officer, {OCIIO- 
9995-IFCl 

Fax: (202) 395-6974; or 

E-mail: 

OIRA_submission®omb.eop.gov. 

VI. Regulatory Impact Analysis 
A. Summary and Need for Regulatory 
Action 

Section 1 tOl of Title I of the Patient 
Protection and Affordable Care Act of 
2010 (Affordable Care Act), Public Law 
111-148, requires that the Secretary 
establish, either directly or through 
contracts with States or nonprofit 


private entities, a temporary high risk 
health insurance pool program to 
provide affordable health insurance 
coverage to uninsured individuals with 
pre-existing conditions. (We generally 
refer to this program as the Pre-Existing 
Condition Insiirance Plan program, or 
PCIP program, to avoid confusion with 
the existing State high risk pool 
programs, which will continue to 
operate separately.) This program will 
continue until January 1, 2014, when 
Exchanges established under sections 
1311 and 1321 of the Affordable Care 
Act will be available for individuals to 
obtain health insurance coverage 
without regard to their pre-existing 
condition. This interim final rule sets 
forth the initial regulations with respect 
to this new program, and is needed for 
its implementation. The rule addresses 
key issues regarding administration of 
the program, eligibility and enrollment, 
benefits, premiums, funding, appeals 
rules, and enforcement provisions 
related to anti-dumping and fraud waste 
and abuse. 

Executive Order 12866 explicitly 
requires agencies to take account of 
“distributive impacts” and “equity.” 
Offming health coverage to uninsured 
Americans with pre-existing conditions 
at an affordable premium is needed to 
provide the opportunity for coverage to 
individuals that cannot otherwise obtain 
insurance in the market. It is a 
temporary program to provide a 
transition to the Affordable Care Act 
policies that lake effect in 2014 that ban 
the use of pre-existing conditions in 
determining access, l^nefit and 
premiums. The $5 billion in Federal 
funding appropriated for this program 
will yield a meaningful increase in 


equity, and is a benefit of this interim 
final regulation. 

B. Executive Order 12866 

Under Executive Order 12866 (58 FR 
51735), a “significant” regulatory action 
is subject to review by the Office of 
Management and Budget (0MB). 

Section 3(f) of the Executive Order 
defines a “significant regulatory action” 
as an action that is likely to result in a 
rule (1) having an annual effect on the 
economy of $100 million or more in any 
one year, or adversely and materially 
affecting a sector of the economy, 
productivity, competition, jobs, the 
environment, public health or safety, or 
State, local or tribal governments or 
communities (also referred to as 
“economically significant”); (2) creating 
a serious inconsistency or otherwise 
interfering with an action taken or 
planned by another agency; (3) 
materially altering the buagetary 
impacts of entitlement grants, user fees, 
or loan programs or the rights and 
obligations of recipients thereof; or (4) 
raising novel legal or policy issues 
arising out of legal mandates, the 
President’s priorities, or the principles 
set forth in the Executive Order. 0MB 
has determined that this regulation is 
economically significant within the 
meaning of section 3(f)(1) of the 
Executive Order, because it is likely to 
have an annual effect on the economy 
of $100 million in any one year. 
Accordingly, OMB has reviewed this 
rule pursuant to the Executive Order. 

The Department provides an 
assessment of the potential costs, 
benefits, and transfers associated with 
these interim final regulations, 
summarized in the following table. 
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TABLE 1,1— accounting TABLE 


Benefits 


Qualitative: The Pre-existing Conation Insurance Plan will provide uninsured >Unericans with preexisting ccmditions that have been denied cov- 
erage or otherwise excluded from purchasing insurance coverage an o^rtunity to obtain coverage. Providing this insurance option will 
increase access to healtti care and reduce financial strain for parlkapants. It is also likely to improve health outcomes and woilcer productivity. 
Indiwduals who are especially vulnerable as a result of exi^v^ hesalBi problems and financial status may receive the greatest benefit from 
this program. 


Costs annually for reporting and recordkeeping. 


Qualitative: To the extent PCiP increases access to health care serwces, increased health care utilization and costs will result due to increased 
uptake, Administrative costs include: the cost of contractors to the time cost for individuals to apply, and the contractors' costs of com- 
plying with program rules {e.g., conducting appeals, preventing fraud). 


Transit $5,W)0,000,000 for the period from July 1, 2010 to December 31, 2013, 


Qualitative: The $5 billion in Federal funds is a transfer from the Secretary to contractors to aid in administering the program. 


a. Estimated Number of Affected 
Entities 

This rule provides guidance for the 
States and nonprofit private entities that 
contract with HHS to establish PCIPs to 
provide affordable health insurance 
coverage to uninsured individuals with 
pre-existing conditions within each 
State. The States or nonprofit private 
entities that voluntarily participate in 
the PCIP program will be directly 
affected by this regulation as well as the 
terms of their contracts. 

There are 35 State-based high risk 
pool programs today.^ First created in 
the 19708, States adopted these 
programs to address insurance market 
failures for people with pre-existing 
conditions. The number of such existing 
State programs grew with the enactment 
of a Federal law, the Health Insurance 
Portability and Accountability Act of 
1996 (HIPAA), that requires States to 
provide either guaranteed issue policies 
in the individual market to a certain set 
of people who have been continuously 
covered or access to an acceptable 
alternative mechanism, such as a high 
risk pool. In addition, beginning in 
2002, Federal grants provided seed 
money and a limited amount of loss 
subsidies for such programs. Ongoing 
financial support for State-based high 
risk pools varies, but is generally 
provided through assessments on 
issuers, enrollee premiums. State 
general revenue, and, recently. Federal 
grants. Each program also has different 
eligibility niles, benefits, premiums, 
and/or cost controls [e.g., pre-existing 
condition waiting lists, disease 
management). As of the end of 2008, 
there w'ere approximately 200,000 
enrollees in the 35 State high risk pools. 
The Government Accountability Office 


3 U.S. Goveramenl Accountability Office, Health 
Insurance: Enrollment, Benefits, Funding, and 
Other Characteristics of State High Risk Health 
Insurance Pools (2009), http://wmv.gao.gov/ 
new.iiems/d09730r.pdf. 


(GAO) estimated that there were 
approximately 4 million uninsured 
people with health problems in States 
with high risk pools.^ 

The Affordable Care Act establishes a 
program that is similar in some respects 
to these programs, but has notable 
differences in terms of eligibility 
criteria, benefits, and premiums. These 
differences make it difficult to 
extrapolate potential enrollment in the 
PCIP program from the experience of 
existing State high risk pools. 

First, none of the existing pools limit, 
eligibility to people who have been 
uninsured for a minimum of six months 
whereas this is a pre-requisite for 
enrollment in the PCIP program. In 
general, the uninsured have different 
health problems, economic statuses, and 
demands for health care and health 
insurance than the insured population.^ 
Second, while the State programs and 
Federal program cover roughly the same 
benefit categories, the PCIP program 
bars both benefit carve-outs and waiting 
periods for pre-existing conditions, 
which 30 State programs employ.** In 
addition, PCIP limits annual out-of- 
pocket spending to $5,950 nationwide, 
whereas two Stale programs have no 
specified annual limits and six States 
have limits that exceed S5,950 within 
each State’s most popular high risk pool 


* U.S. Covenunent Accountability Office. Health 
Insurance: Enrollment, Benefits, Funding, and 
Other Characteristics of State High Risk Health 
Insurance Pools (2009), hllp-J/wvnv.^o.gov/ 
new.iiemsld09730i.pdf. TTus estimate vras based on 
the numb» of individuals with at least one chronic 
condition, from the 2006 Medical Expenditure 
Pane! Survey (MEPS). applied to the Current 
Population Survey ^imales of the population in 
States with high risk pools. 

* “The Uninsured; A Primer,” Kaiser Commission 
on Medicaid and the Uainsur^ (2006). http:// 
www.kff.org/uninsuTed/upIoad/7451.pdf. 

® Tanya Schwartz, “State High Fisk Pools; An 
Overview,” Kaiser Commission on Medicaid and 
the Uninsured. (2010), http://vmwkff.aTgi 
uninsiired/804 1 .cfm. 


plan.** These distinctions in benefits 
affect bolh the cost of health insurance 
per capita as well as the mix of 
enrollees. For example, a person with 
cancer may decide it is not worth the 
premiums to sign up for a State high 
risk pool that will not cover her 
chemotherapy in the first year of 
enrollment due to a waiting period. 
Immediate coverage of pre-existing 
conditions should increase demand in 
the new program relative to the existing 
pools, and may also lead to a somewhat 
less favorable mix of health risks, 
because people with problems requiring 
substantial medical care will receive 
more benefit from the new program than 
the existing pools. 

Third, all State high risk pools set 
their premiums at a higher percent of 
the standard rate in the individual 
market than the PCIP program. In the 
existing pools, premiums average 140 
percent of stanaard rate, and range from 
105 percent to 250 percent of the 
standard rate or higher.® The PCIP 
program's premiums are set at 100 
percent of standard rate. PCIP’s lower 
premium is expected to increase the 
number of people who will want to 
purchase coverage. One study estimated 
that lowering all State high risk pool 
premiums to 125 percent of the standard 
rate would increase enrollment by one- 
third.® The lower premium may lead to 
a more favorable health mix of 
enrollees, because the higher premiums 
in existing pools make the pools less 


^ U.S. Govetiiraen! Accountability Office, Health 
Insurance: Enrollment, Benefits, Funding, and 
Other CAnracferistic.'T of State High Risk Health 
Insurance Pooh (2009), http://www.gao.gov/ 
new.items/d09730r.pdf. 

® National Association of State Compre&ensive 
Health In.surance Plans. Comprehensive Health 
Insurance for High-Risk Individuals: A State-hy- 
State Analysis, 2009/201 0. 

’• Austin Frafct, Steve Pizer, and Martin Wrobel, 
“Insuring the Uninsurable: The Growth in High-Risk 
Pools." Abt Associates, HSRE Working Paper (2002), 
http://www.abtassaciales.com/reports/HSRE-Wl2- 
higbrisk.pdf 
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attractive to individuals with fewer 
health problems. Lower premiums may 
also attract individuals who are in poor 
health, but are unable to afford the 
premiums in the existing pools. 

Fourth, fifteen States and the District 
of Columbia lack a high risk pool 
program today. These States do not have 
a high risk pool for a variety of reasons. 
Some States, such as New York, 
Massachusetts, and Vermont, have 
enacted insurance reforms that require 
plans to accept people with pre-existing 
conditions into the individual insurance 
market (through guaranteed issue and 
rating rules) instead of segregating them 
into high risk pools. Others, like 
Arizona and Nevada, do not have 
extensive insurance reforms. There is no 
common profile to States that lack high 
risk pools today. 

Lastly, there is no clear correlation 
between high risk pool enrollment and 
need. One measure of need is the 
number and rate of uninsured residents. 
A State tliat provides protections for its 
residents with high risk or low income 
should have a relatively low number 
and rate of uninsured residents, and 
vice versa. As such, among States that 
offer such pools, there should be a 
relatively constant relationship between 
a State's number of uninsured and its 
enrollees in high risk pools. However, 
experience suggests otherwise. The 
difference between the highest and 
lowest ratio of a State’s uninsured 
population to its high risk pool 
enrollees is 27 to one. This is 
substantially larger than the disparity in 
the ratio of uninsured to Medicaid 
enrollees in a State, which is six to 
one.^® A report that examined current 
State high risk pools, estimated a 
participation rate of 0.05 to 0.33 percent 
of the State population in those 
programs.’^ For these reasons, the 
Department concludes that the 
experience in existing high risk pools is 
not a good basis for estimating PCIP 
enrollment. 

Several reports have estimated the 
likely number of enrollees in the PCIP 
program by using survey data and 
applying a participation rate to the 
approximate number of people eligible 
for the PCIP program. One analysis was 
conducted by the Center for Studying 
Health System Change. Using the 
Medical Expenditure Panel Survey 


Data from State Health Facts.org, Kaiser Family 
Foundation. 

’1 "State High Risk Pools: An Overview.” State 
Health Access Data Assistance Center (2008). 

'^MarkMerlis, “Health Coverage for the High- 
Risk Uninsured: Policy Options for Design of the 
Temporary High-Risk Pool.” National Institute for 
Health Care Reform, Center for Studying Health 
System Change (2010). 


(MBPS), the analysis identified 
individuals who were uninsured and 
had at least one chronic condition 
deemed “high cost," meaning spending 
exceeds 1.5 limes of the average cost of 
the condition. This methodology 
generated 5.6 to 7 million people who 
could potentially qualify for the 
program. Assuming that the annual 
Federal cost per pemon is $6,000 to 
$7,000 and the $5 billion in Federal 
funding is capped in each year over the 
three and a half year period (roughly 
$1.3 to Sl,4 billion per year), the 
analysis estimated that 200,000 people 
per year through 2013 could be covered. 

Second, the Centers for Medicare and 
Medicaid Services’ Office of the Actuary 
(OAct) estimated participation based on 
demand, without assuming that Federal 
funding would be limited to $1.3 to $1.4 
billion in each year. It estimated that 
participation in the program in 2010 
would be 375,000, assuming the 
program would be fully implemented 
within the year. Given this enrollment 
rate, it projected that the $5 billion in 
Federal funding would not last through 
2013. 

Third, the Congressional Budget 
Office (CBO) conducted two analyses. In 
a December 2008 report, CBO estimated 
the cost and coverage of a national high 
risk pool program. This program would 
require that all States establish high risk 
pool programs, with full Federal 
subsidies for enrollees. Its premiums 
would be higher than PCIP— 150 versus 
100 percent of (he standard rate — but its 
enrollment would be broader — 
significantly, it would not require that 
applicants have been uninsured for the 
previous six months. CBO estimated 
that 175,000 uninsured would gain 
coverage in this program, and the 
Federal cost would be $5,4 billion over 
five years (with offsetting receipts from 
changes in employer coverage).’* 

In addition, in June, 2010, CBO 
provided information on PCIP in 
response to a request from Congress.’^ 
Its methodology was not explained in its 
letter, but it calculated that 200,000 
people could be enrolled in the program 
for the 2010-2013 period given the fixed 
$5 billion appropriation. If the Federal 
funding cap were lifted, CBO estimated 
that enrollment would be 400,000 in 
2011 rising lo about 600,000 or 700.000 
in 2013. CBO underscored the 
uncertainty of the estimates due to the 
potential variation in eligibility rules, 
benefits, and premiums. Since this 


’^Congressional Budget C^ce. Health Caro 
Budget Options Volume 1. December 2008. 

Congressional Budget Director Douglas 

W. Elmendorf, letter to Senator Michael B. Rnzi. 
June 21, 2010. 


interim final rule preserves variation 
and flexibility in program parameters 
across States, CBO’s observations 
continue to be relevant and there may 
be a wide range of potential enrollees. 
CBO would probably continue to 
estimate a wide range of potential 
enrollees taking this interim final rule 
into account. 

For purpose of this analysis, the 
Department has not produced its own 
estimates of the number of individuals 
likely to enroll in the PCIP program but 
believes that it will fall in the range of 
the other estimates, from 200,000 to 
400,000. The lower bound of this range 
is consistent with the numbers 
estimated by the Center for Studying 
Health System Change and by CBO in 
June 2010 . The upper bound of this 
range is approximately the enrollment 
estimate from the Office of the Actuary 
and CBO when they assume that PCIPs 
do not immediately impose enrollment 
constraints to extend the limited Federal 
funding. We expect that efficient 
program implementation, effective cost 
control, targeted benefit design, and 
enrollment patterns that are different 
than projected will mitigate the need for 
enrollment constraints, and Federal 
funding will be sufficient to meet 
program demand. Even assuming the 
lower estimate of enrollment of 200,000, 
the PCIP program could double the 
number of Americans with pre-existing 
conditions insured through high risk 
pool programs, 
c, Benefits 

A key premise for the establishment 
of the Pre-Existing Condition Insurance 
Plan is that those who are unable to 
purchase health insurance in the private 
sector due to medical underwriting and 
are not eligible for public insurance 
programs are potentially disadvantaged 
through both poor health and loss of 
income. We expect that the PCIP 
program will help such individuals by 
providing access lo affordable health 
insurance cover^e, 

This interim final regulation could 
generate significant benefits to 
consumers. These benefits could take 
the form of reductions in mortality and 
morbidity, reductions in medical 
expenditure risk, increases in worker 
productivity, and decreases in the cross- 
subsidy in premiums to offset 
uncompensated care, sometimes 
referred to as the “hidden tax.” Each of 
these effects is described below. 

A first type of benefit is reductions in 
mortality and morbidity. While the 
empirical literature leaves many 
questions unresolved, a growing body of 
evidence convincingly demonstrates 
that health can be improved by 
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spending more on at-risk individuals 
and by expanding health insurance 
coverage. For example, Almond et 
find that newborns classified just below 
a medical threshold for “very low 
birthweight” have lower mortality rates 
than newborns classified as just above 
the threshold, despite an association 
between low birth weight and higher 
mortality in general, because they tend 
to receive timely and appropriate 
medical care. In a study of severe 
automobile accidents, Doyle found 
that uninsured individuals receive less 
care and have a substantially higher 
mortality rate. Currie and Gruber 
found that increased eligibility for 
Medicaid coverage expanded utilization 
of care for otherwise uninsured 
children, leading to a sizeable and 
significant reduction in child mortality. 
A study of Medicare by Card et a/.’® 
found that individuals just old enough 
to qualify for coverage have lower 
mortality rates — despite similar illness 
severity — than do those just too young 
for eligibility. Finally, a report by the 
Institute of Medicine (lOM)’® found 
mortality risks for uninsured 
individuals that were 25 percent higher 
than those of observably similar insured 
individuals. In addition to the prospect 
that expanded insurance coverage will 
result in reductions in mortality, it will 
almost certainly significantly reduce 
morbidity, as demonstrated in extensive 
reviews of the literature by Hadley and 
the IOM.20 

This interim final regulation will 
expand access to currently uninsured 
individuals with pre-existing 
conditions. These newly insured 
populations will likely achieve both 
mortality and morbidity reductions from 
the regulation greater t&an those found 


IS Douglas Almond el al., "Estimating Marginal 
Returns to Medical Care: Evidence from At-Risk 
Newboms.’’ The Quarterly Journal of Economics 
125, No, 2 (2010); 591-634, http://www.mil.edu/ 
~jjdoylB/vJbw.pdf. 

Joseph J. Doyle, “Health Insurance, Treatment 
and Outcomes: Using Auto Accidents as Health 
Shocks,” The Review of Economics and Statistics 
S7, No, 2 (2005); 256-270, http://www.mitpress 
joumaIs.OTg/doi/abs/tO.1162/0034653053970348. 

Janet Currie and J. Gruber, “Health Insurance 
Eligibility, Utilization of Medical Care, and Child 
Health.” The Quarterly Journal of Economics 111, 
No. 2 (1996); 431-486, http://www.jsior.org/slable/ 
20466B4?cookwSet^-l. 

'"David Card, C. Dobkin, and N. Maestas, "Does 
Medicare Save Lives?” The Quarterly Journal of 
Economics 124, No, 2 (2009); 597-636, http:// 
www.tnitpress/ournals.org/doi/abs/l0.1i63/q/ec. 
2009.124.2.597. 

'"Institute of Medicine, “Care Without Coverage; 
Too Little. Too Late.” (2002), http://books.nap.edu/ 
openbook.pbpl''n}cordJd^l0367S-page=Rl. 

Institute of Medicine, op, cit, J. Hadley, “Sicker 
and Poorer: The Consequences of Being Uninsured," 
Medical Care Research and Review 60 (No. 2): 3S- 
755,(200,3), 


in the studies, since these populations 
are, on average, in worse health than the 
population at large and thus likely to 
benefit even more from insurance 
coverage than uninsured individuals in 
general. 

A second type of benefit from the 
cumulative effects of this interim final 
regulation is a reduction in financial 
burden faced by the uninsured on 
account of onerous medical costs. 
Various studies have documented two 
related phenomena: (1) Averted 
healthcare utilization among the 
uninsured due to cost and (2) financial 
strain due to medical expenditures 
among the uninsured. Recent data show 
that 24 percent of the uninsured went 
without needed health care due to cost 
compared to 4 percent of those with 
private or employer-based insurance.^i 
Given the population targeted by the 
PCIP program — uninsured people with 
pre-existing conditions — individuals 
currently without insurance may not be 
able to simply forgo needed care, 
leading to substantial financial strain. 
Approximately half of the more than 
500, 000 personal bankruptcies in the 
U.S. in 2007 were in part due to very 
high medical expenses.^z In a 
Commonwealth Fund report *3 on 
medical debt, 60 percent of those having 
no insurance reported having 
difficulties paying medical care costs. In 
the past 12 months, they had incurred 
medical bills they either could not pay, 
wore forced to make significant changes 
in their life styles in order to meet their 
obligations, had been contacted by a bill 
collection agency, or were forced to pay 
medical bills over an extended period. 
Exclusions from health insurance 
coverage based on preexisting 
conditions expose the uninsured to the 
aforementioned financial risks. 

The Pre-Existing Condition Insurance 
Plan is designed to reduce the 
uncertainty and hardship associated 
with these financial risks by limiting the 
extent to which individuals must bear 
the entire cost of medical care by 
themselves. One study found that 
people who are uninsured for a full year 
pay for over a third of their care (35 
percent) out-of-pocket, while 
individuals who are insured for a full or 
partial year paid just under 20 percent 


Kaiser Family Foundaiion, “The Uninsured A 
Primer.” (2009). http://wwwJcff.OTg/umnsured/ 
upload/7451-05.pdf. 

*2 David Hiromelstem ef a/., "Medical Bankruptcy 
in the United States, 2<X}7: Results of a National 
Study.” The American /oumolof Afedi«7je(2009), 
htip://www.pnbp.OTg/new_ban^ptcy_study/ 
Banknip1cy-2008.pdf. 

Collins et al., "Hts A&rdability Crisis. In U.S. 
Health Care; Findii^ From The Commonwealth 
Fund Biennia) Health Insurance Survey,” (2004): 17. 


of their care out-of-pocket.^'t Moreover, 
because the PCIP program is targeted to 
individuals who are likely to have 
extensive medical needs, it is likely to 
have especially large economic benefits 
in terms of reducing financial risk. For 
example, uninsured individuals with 
two chronic conditions spent $908 out 
of pocket annually compared to S304 
annually among the uninsured with no 
chronic conditions and $259 annually 
among the privately insured with no 
chronic conditions. This program and 
the interim final regulation that 
implements it will help insurance 
companies more effectively protect 
patients from the financial hardship of 
illness, including bankruptcy and 
reduced funds for non-medical 
purposes. 

A third type of benefit from the PCIP 
program and this interim final 
regulation is improved workplace 
productivity. This interim final 
regulation will benefit employers and 
workers by increasing workplace 
productivity and reducing absenteeism, 
low productivity at work due to 
preventable illness, and “job-lock.” A 
June 2009 report by the Council of 
Economic Advisers found that increased 
access to health insurance coverage 
improves labor market outcomes by 
improving worker health.** The health 
benefits of offering health insurance to 
uninsured people with pre-existing 
conditions will help to reduce 
disability, low productivity at work due 
to preventable illness, and absenteeism 
in the work place, thereby increasing 
workplace productivity and labor 
supply. Economic theory suggests that 
these benefits would likely be shared by 
workers, employers, and consumers. 

Fourth, the PCIP will reduce cost 
shifting of uncompensated care to the 
privately insured, which contributes to 
higher premiums. The program will 
help expand the number of individuals 
who are insured and reduce the 
likelihood that individuals who have 
insurance do not bankrupt themselves 
by paying medical bills. Both effects 
will help reduce the amount of 
uncompensated care that imposes a 
“hidden tax” on consumers of health 
care since the costs of this care are 


Jack Hadley and John Holohan, “The Cost of 
Care for the Uninsured.” The Kaiser CoJtintission on 
Medicaid and the Uninsured (2004), http:// 
www.kff.org/uninsuied/upload/The-Cost-of-Care- 
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and-What-Wouid-Fidl-Covemge-Add-to-Medical- 
Spending.pdf. 

Hwang et al, “Out ofPocket Medical Spending 
for Care of Chronic Conditions,” Health Affairs 
[2001]. http://www.partnershipforsolutions.oTg/ 
DMS/files/Out-of-pocket2002.pdf. 

Council of Economic Advisers. “The Economic 
Case for Health Reform.” (2009). 
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shifted to those who are able to pay for 
services in the form of higher prices. 

In their analysis of the interim final 
regulations implementing patient 
protections, the Departments of Labor, 
the Treasury, and Health and Human 
Services estimated an order of 
magnitude for the compensatory 
reduction in cost-shifting of 
uncompensated care associated with the 
expansion of coverage of those interim 
final regulations.2^ The analysis 
assumed that induced utilization due to 
expanded coverage would be relatively 
low since the uninsured populations 
affected by these interim final 
regulations tend to have worse health, 
greater needs for health care, and loss 
ability to reduce utilization when they 
are uninsured. Second, on the basis of 
the economics literature on the 
subject,^® the Departments estimated 
that two-thirds of the previously 
uncovered costs would have been 
uncompensated care, 25 percent of 
which would have been paid for by 
private sources. Assuming that 
reductions in privately-financed 
uncompensated care lower insurance 
premiums charged to consumers, the 
Departments estimated the patient 
protections’ regulations’ increased 
insurance coverage could result in 
reductions in insurance premiums of up 
to $1 billion in 2013.29 

Assuming an enrollment range of 
200.000 to 400,000 in the PGIP program, 
the effect on uncompensated care could 
be over twice to four times as high as 
prior estimates associated with the 
patient protections. This increased 
impact is due to the fact that the 
primary effect on coverage of the patient 
protections interim final regulations was 
the ban on pre-existing condition 
exclusions for children. Those rules 


^’’Federal Register June 28, 2010: hilp:// 
fnvebgatel.access, gpo.gov/cgi-bin/ 
TEXTgate.cgi/WAlSciocIDMSHyQcj/S/l/ 
OB-WAISaction’^retrieve. 

“ Jack Hadtey et al, "Covering Ihe Uninsured in 
2008: Current Costs, Sources of Paynieut, and 
Incremental Costs,” HoaUh Affairs 27, No. 5 (2008): 
390-415, 

i*® The Departments first estimated the proportion 
of the population in group and individual markets 
using the Medical Expenditure Panel Survey (2008). 
Next, information from 75 FR 34538 (June 17, 2010) 
was used to estimate the proportion of employer 
and individual plans that maintain or lose 
grandfather status by 2013. Projections of national 
health expenditures from the National Health 
Expenditure Accounts to 2013 were distributed 
among these groups, and premium impacts as 
discussed in this regulatory impact analysis were 
applied. Potential premium reductions secondary to 
reductions in the cost-shifting of uncompensated 
care were then calculated using the information 
from the economic literature as presented in this 
discussion. The Departments note that to the extent 
that not all of the reductions in uncompensated care 
costs are passed onto insured populations, these 
estimates may be an overestimate. 


estimated that 90,000 children would 
gain coverage. Given the dieting 
scopes of these two interim final 
regulations, it is likely that more 
uninsured will be helped by PCIP than 
the patient protections policies and 
interim fin^ regulations. Moreover, 
savings per person will likely be higher 
for the rciP population compared to 
children with preexisting conditions. 
This is because most enrollees in PCIP 
are likely to be adults, whose average 
cost of health care is higher than that of 
children. 

In addition, we believe that PCIP ivill 
help local and State governments. Since 
much of the uncompensated health care 
is provided through State and locally 
funded public health facilities, by 
enabling a portion of those who would 
seek care at a public facility to enroll in 
the high risk pool, the program could 
help reduce the drain on scarce State 
and local resources. VVe welcome public 
comment on this analysis. 

d. Costs and Transfers 

Under section 1101 of the Affordable 
Care Act, HHS is authorized to disperse 
S5 billion for the purpose of funding the 
PCIP program, including administrative 
costs and contracts with States and non- 
profit third parly administrators. This 
Federal funding is used to offset the cost 
of providing health care to enrollees that 
exceeds the premium revenue. 
According to independent studies, the 
Federal share of total costs could be 
roughly 35 to 40 percent of total 
spending.2o 

There will also be administrative 
costs associated with the PCIP program. 
This takes the form of the cost to 
contractors to apply, the time cost for 
individuals to apply, and the 
contractors’ costs of complying with 
program rules (for example, conducting 
appeals, preventing fraud). The 
Department estimates that the annual 
administrative cost would be $1.9 
million. Note that any State 
administrative costs incurred that are 
allowable under this program may be 
paid for by Federal and premium funds. 

e. Conclusion 

Under section 1101 of the Affordable 
Care Act. the Department is authorized 
to spend $5 billion via States and third 
party administrators for the purpose of 
funding the PCIP program. The transfer 
of this amount of funds will have a 
significant, positive financial impact on 
individuals who enroll in the program, 


Mark Meriis. Covacage for fiie High- 

Risk Uninsured: Policy Cations for Design of (he 
Temporary High-Risk Pool," National Insfibite for 
Health Rc^iw, Center for Studying Health 

System Change (2010). 


States, and health care providers. We 
anticipate that individuals who are 
currently uninsured will benefit from 
having lower oiit-of-pocket costs for 
health care, less financial strain, and 
improved access to health services. We 
also anticipate that insured individuals 
will benefit indirectly through paying 
lower premiums because of a reduced 
burden on the plans to subsidize 
uncompensated care. In addition, we 
believe that establishing the PCIP 
program will reduce the burden on local 
and State governments to pay health 
care providers for uncompensated care. 

The direct costs of this regulation is 
a transfer of S5 billion from the Federal 
government to the PCIPs that will be 
established in each State. 

Administrative costs are expected to be 
$1.9 million per year. In accordance 
with the provisions of Executive Order 
12866, this regulation was reviewed by 
the Office of Management and Budget. 
VH. Other Sections 
Regulatory Alternatives 

Under the Executive Order, we must 
consider alternatives to issuing 
regulations and alternative regulatory 
approaches. Section 1101 establishes 
broad requirements regarding 
contracting, eligibility, benefits, 
payments, insurer dumping, and the 
control of fraud, waste, and abuse, 

We considered implementing the 
PCIP through some form of guidance to 
States and other interested parties. 
However, we believe that it is in the best 
interest of States, contractors, enrollees, 
and other interested parties to establish 
this program through the rulemaking 
process. As discussed in detail above, 
there are several areas where the statute 
clearly anticipates that the Secretary 
will exercise discretion in implementing 
the program, most notably the definition 
of a pre-existing condition for purpose 
of establishing eligibility. We also need 
to issue regulations to establish the legal 
framework for the contracting 
mechanism that sets the specific terms 
for the State-administered pools and for 
the organizations that will operate the 
pools in the States that do not contract 
with HHS. Establishing these rules 
through rulemaking ensures that the 
public has ample opportunity to 
understand and comment on these rules 
and establishes clear authority to 
enforce them. 

The Department considered 
regulatory alternatives for program 
design, and often referred to the design 
features in existing State high risk pool 
and the Children’s Health Insurance 
Program (CHIP) given their similarities 
to the PCIP goals and features. We 



201 


Federal Register/ Vol. 75, No. 146/Friday, July 30, 2010/Rules and Regulations 45029 


explored setting uniform rules for 
eligibility for all PCIPs but rejected this 
approach since it did not take into 
account the existing markets and 
programs in each State. 

Given the fixed Federal funding for 
the PCIP program, these regulatory 
alternatives will not affect Federal 
outlays. They are also unlikely to have 
measurable national health spending 
implications since the Federal funding 
constraint is accompanied by a fixed 
standard for private premiums — 100 
percent of a standard rate for benefits 
that cover at least 65 percent of the cost 
of coverage. 

Regulatory Flexibility Act 

The RFA requires agencies that issue 
a regulation to analyze options for 
regulatory relief of small businesses if a 
rule has a significant impact on a 
substantial number of small entities. 

The Act generally defines a “small 
entity” as (1) A proprietary firm meeting 
the size standards of the Small Business 
Administration (SBA), (2) a nonprofit 
organization that is not dominant in its 
field, or (3) a small government 
jurisdiction with a population of less 
than 50,000. States and individuals are 
not included in the definition of “small 
entity.” These regulations apply to the 
States, both those that contract with 
HHS to establish PCIPs and those States 
in which HHS contracts with another 
entity to establish the program, no small 
entities will be affected, llierefore, the 
Secretary certifies that the regulations 
will not have significant impact on a 
substantial number of small entities. 

Unfunded Mandates Reform Act 

Section 202 of the Unfunded 
Mandates Reform Act of 1995 (UMRA) 
requires that agencies assess anticipated 
costs and benefits before issuing any 
rule whose mandates would require 
spending in any one year $100 million 
in 1995 dollars, updated annually for 
inflation. In 2010, that threshold is 
approximately $135 million. 

UMRA does not address the total cost 
of a rule. Rather, it focu-ses on certain 
categories of cost, mainly those “Federal 
mandate” costs resulting from: (1) 
Imposing enforceable duties on State, 
local, or tribal governments, or on the 
private sector; or (2) increasing the 
stringency of conditions in, or 
decreasing the funding of, State, local, 
or tribal governments under entitlement 
programs. 

Under the Affordable Care Act, States 
may choose to participate in the PCIPs 
and receive Federal funding for 
administering and paying benefits. If 
they do not choose to participate, the 
Federal government will establish a 


PCIPs in the State. Thus, die law and 
these regulations do not impose an 
unfunded mandate on States. 

Individuals will have to pay a 
premium and incur out-of-pocket 
expenses to join the PC3Ps that either a 
State or the Federal government 
establishes. However, individuals are 
fiee to join based on their evaluation of 
the costs and benefits of belonging to 
the program. There is no automatic 
enrollment and no requirement to join 
a PCIP. Thus, the law, and these 
regulations do not impose an unfunded 
mandate on the private sector. 
Federalism 

Executive Order 13132 establishes 
certain requirements that an agency 
must meet when it promulgates a 
proposed rule (and subsequent final 
rule) that imposes substantial direct 
requirement costs on Stale and local 
governments, preempts State law, or 
otherwise has Federalism implications. 

•This rule does not impose any direct 
costs on State or local governments. 
Consistent with section 1101(gK5) of the 
Act. § 152.40 of this interim final rule 
specifies that State standards that might 
otherwise apply to the coverage offered 
under a PCBP are preempted, with the 
exception of laws relating to licensing or 
solvency. This language tracks similar 
language that applies to State regulation 
of health plans offering Medicare 
Advantage plans under Medicare Part C 
or drug coverage under Medicare Part D 
under title XVIII of the Social Security 
Act, and we would expect to interpret 
the language for purposes of the high 
risk pool program in a manner similar 
to the way HHS has applied it under 
those programs. We do not anticipate 
that this regulation will have significant 
implications, particularly since only 
individuals who are not now insured, 
and thus not directly subject to existing 
State insurance laws, may enroll in the 
program. 

List of Subjects in 45 CFR Part 152 

Administrative practice and 
procedure, Health care. Health 
insurance. Penalties, Reporting and 
retiordkeeping requirements. 

■ For the reasons set forth in the 
preamble, the Department of Health and 
Human Services amends 45 CFR subtitle 
A, subchapter B, by adding a new part 
152 to read as follows: 

PART 152— PRE-EXISTING CONDITION 
INSURANCE PLAN PROGRAM 

Subpart A — General Provisions 

Sec. 

152.1 Statutory basts. 

152.2 Definitions. 


Subpart B— PCIP Program Administration 

152.6 Program administration. 

152.7 PCIP proposal process. 

Subpart C— Eligibility and Enrollment 

152.14 Eligibility. 

152.15 Enrollment and disenroliment 
process. 

Subpart D~Benetits 

152.19 Covered benefits. 

152.20 Prohibitions on pre-existing 
condition exclusions and waiting 
periods. 

152.21 Premiums and cost-sharing. 

152.22 Access to services. 

Subpart £ — OvEU-sight 

152.26 Appeals procedures. 

152.27 Fraud, waste, and abuse. 

152.28 Preventing insurer dumping. 

Subpart F— Funding 

152.32 Use of funds. 

152.33 Initial allocation of funds. 

152.34 Reallocation of funds. 

152.35 Insufficient funds. 

Subpart G— Relationship to Existing Laws 
and Programs 

152.39 Maintenance of effort. 

152.40 Relation to State laws. 

Subpart H— Transition to Exchanges 

152.44 End of PCIP program coverage. 

152.45 Transition to the exchanges, 
Aulhority: Sec. 1101 of the Patient 

Protection and Affordable Care Act (Pub. L, 
111-148), 

Subpart A — General Provisions 
§ 1 52.1 Statutory basis. 

(a) Basis. This part establishes 
provisions needed to implement section 
1101 of the Patient Protection and 
Affordable Care Act of 2010 (Affordable 
Care Act), which requires the Secretary 
of the Department of Health and Human 
Services to establish a temporary high 
'risk health insurance pool program to 
provide health insurance coverage for 
individuals described in § 152.14 of this 
part. 

(b) Scope. This part establishes 
standards and sets forth the 
requirements, limitations, and 
procedures for the temporary high risk 
health insurance pool program, 
hereafter referred to as the “Pre-Existing 
Condition Insurance Plan” (PCIP) 
program. 

§152.2 Definitimts. 

For purposes of this part the following 
definitions apply: 

Creditable coverage means coverage 
of an individual as defined in section 
2701(c)(1) of the Public Health Service 
Act as of March 23, 2010 and 45 CFR 
246.113(a)(1). 
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Enrollee means an individual 
receiving coverage from a PCIP 
established under this section. 

Lawfully present means 

(1) A qualified alien as defined in 
section 431 of the Personal 
Responsibility and Work Opportunity 
Act (PRWORA) (a U.S.C. 1641); 

(2) An alien in nonimmigrant status 
who has not violated the terms of the 
status under which he or she was 
admitted or to which he or she has 
changed after admission; 

(3) An alien who has been paroled 
into the United States pursuant to 
section 212{dK5) of the Immigration and 
Nationality Act (INA) (8 U.S.C. 
1182(dK5)) for less than 1 year, except 
for an alien paroled for prosecution, for 
deferred inspection or pending removal 
proceedings: 

(4) An alien who belongs to one of the 
following classes: 

(i) Aliens currently in temporary 
resident status pursuant to section 210 
or 245A of the INA {8 U.S.C. 1160 or 
1255a, respectively); 

(ii) Aliens currently under Temporary 
Protected Status (TPS) pursuant to 
section 244 of the INA (8 U.S.C. 1254a), 
and pending applicants for TPS who 
have been granted employment 
authorization; 

(iii) Aliens who have been granted 
employment authorization under 8 CFR 
274a, 12(c)(9), (10), (16), (18). (20), (22), 
or (24); 

(iv) Family Unity beneficiaries 
pursuant to section 301 of Public Law 
101-649 as amended; 

(v) Aliens currently under Deferred 
Enforced Departure (DED) pursuant to a 
decision made by the President; 

(vi) Aliens currently in deferred 
action status; 

(vli) Aliens whose visa petitions have 
been approved and who have a pending 
application for adjustment of status; 

(5) A pending applicant for asylum 
under section 208(a) of the INA (8 
U.S.C, 1 1 58) or for withholding of 
removal under section 241(b)(3) of the 
INA (8 U.S.C. 1231) or under the 
Convention Against Torture who has 
been granted employment authorization, 
and such an applicant under the age of 
14 who has had an application pending 
for at least 180 days; 

(6) An alien who has been granted 
withholding of removal under the 
Convention Against Torture; or 

(7) A child who has a pending 
application for Special Immigrant 
Juvenile status as described in section 
101(a)(27)(J) of the INA (8 U.S.C. 
110l(a)(27)(f}). 

Out-of-pocket costs means the sum of 
the annual deductible and the other 
annual out-of-pocket expenses, other 


than for premiums, required to be paid 
under the program. 

Pre-Existing condition exclusion has 
the meaning given such term in 45 CFR 
144.103. 

Pre-Existing Condition Insurance Plan 
(PCIP) means the temporary high risk 
health insurance pool plan (sometimes 
referred to as a “qualified high risk 
pool”) that provides coverage in a State, 
or combination of States, in accordance 
with the requirements of section 1101 of 
the Affordable Care Act and this part. 
The term "POP program” is generally 
used to describe the national program 
the Secretary is charged with carrying 
out, under which States or non-profit 
entities operate individual PClPs. 

Resident means an individual who 
has been legally domiciled in a State. 

Service Area refers to the geographic 
area encompassing an entire State or 
States in which PCIP furnishes benefits. 

Sfaie refers each of the 50 Stales and 
the District of Columbia. 

Subpart B— PCIP Program 
Administration 

§ 1 52.6 Program administration. 

(a) General rule. Section 1101(b)(1) of 
the Affordable Care Act requires that 
HHS carry out the Pre-Existing 
Condition Insurance Plan program 
directly or through contracts with 
eligible entities, which are States or 
nonprofit private entities. 

(b) Administration by State. A State 
(or its designated non-profit private 
entity) may submit a proposal to enter 
into a contract with HHS to establish 
and administer a PCIP in accordance 
with section 1101 of the Affordable Care 
Act and this part. 

(1) At the Secretar^f’s discretion, a 
State may designate a nonprofit entity or 
entities to contract with HHS to 
administer a PCIP. 

(2) As part of its administrative 
approach, a State or designated entity 
may subcontract with either a for-profit 
or nonprofit entity. 

(c) Administration by HHS. If a State 
or its designated entity notifies HHS 
that it will not establish or continue to 
administer a PCIP. or does not submit 
an acceptable or timely proposal to do 
so, HHS will contract with a nonprofit 
private entity or entities to administer a 
PCIP in that State. 

(d) Transition in administration. The 
Secretary may consider a request from a 
State to transition from administration 
by HHS to administration by a State or 
from administration by a State to 
administration by HHS. Such transitions 
shall be approved only if the Secretary 
determines that the transition is in the 
best interests of the PCIP enrollees and 


potential PCIP enrollees in that state, 
consistent with § 152.7(b) of this part. 

§ 152.7 PCIP proposal process. 

(a) General. A proposal from a State 
or nonprofit private entity to contract 
with HHS shall demonstrate that the 
eligible entity has the capacity and 
technical capability to perform all 
functions necessary for the design and 
operation of a PCIP, and that its 
proposed PCIP is in full compliance 
with all of the requirements of this part. 

(b) Special rules for transitions in 
administration. (1) Transitions from 
HHS administration of a PCIP to State 
administration must take effect on 
January 1 of a given year. 

(2) A State's proposal to administer a 
PCIP must meet all the requirements of 
this section. 

(3) Transitions from Slate 
administration to HHS administration 
must comply with the termination 
procedures of the PCIP contract in effect 
with the State or its designated entity. 

(4) The Secretary may establish other 
requirements needed to ensure a 
seamless transition of coverage for all 
existing enrollees, 

Subpart C — Eligibility and Enroiiment 
§152.14 Eligibility. 

(a) General rule. An individual is 
eligible to enroll in a PCIP if he or she: 

(1) Is a citizen or national of the 
United States or lawfully present in the 
United States: 

(2) Subject to paragraph (b) of this 
section, has not been covered under 
creditable coverage for a continuous S- 
month period of time prior to the date 
on which such individual is applying 
for PCIP: 

(3) Has a pre-existing condition as 
established under paragraph (c) of this 
section; and 

(4) is a resident of one of the 50 States 
or the District of Columbia which 
constitutes or is within the service area 
of the PCIP. A PCIP may not establish 
any standards with regard to the 
duration of residency in the PCIP 
service area. 

(b) Satisfaction of 6-month creditable 
coverage requirement when an enrollee 
leaves the PCIP service area. An 
individual who becomes ineligible for a 
PCIP on the basis of no longer residing 
in the PCIP’s service area as described 
in paragraph (a)(4) of this section is 
deemed to have satisfied the 
requirement in paragraph (a)(2) of this 
section for purposes of applying to 
enroll in a PCIP in the new service area. 

(c) Pre-existing condition requirement. 
For purposes of establishing a process 
for determining eligibility, and subject 
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to HHS approval, a PCIP may elect to 
apply any one or more of the follovring 
criteria in determining whether an 
individual has a pre-existing condition 
for purposes of this section: 

(1) Refusal of coverage. Documented 
evidence that an insurer has refused, or 
a clear indication that the insurer would 
refuse, to issue coverage to an 
individual on grounds related to the 
individual's health. 

( 2 ) Exclusion of coverage. 

Documented evidence that such 
individual has been offered coverage but 
only with a rider that excludes coverage 
of benefits associated with an 
individuals’ identified pre-existing 
condition. 

(3) Medical or health condition. 
Documented evidence of the existence 
or history of certain medical or health 
condition, as approved or specified by 
the Secretary. 

(4) Other. Other criteria, as defined by 
a PCIP and approved by HHS. 

§152.15 Enrollment and disenrollment 
process. 

(a) Enrollment process. (ll A PCIP 
must establish a process for verifying 
eligibility and enrolling an individual 
that is approved by HHS. 

(2) A PCIP must allow an individual 
to remain enrolled in the PCIP unless: 

(i) The individual is disenrolled 
under paragraph (b) of this section; 

(ii) The individual obtains other 
creditable coverage; 

(iii) The PCIP program terminates, or 
is terminated; or 

(iv) As specified by the PCIP program 
and approved by HHS. 

(3) A PCIP must verify that an 
individual is a United States citizen or 
national or lawfully present in the 
United States by; 

(1) Verifying the individual’s 
citizenship, nationality, or lawful 
presence with the Commissioner of 
Socvirity or Secretary of Homeland 
Security as applicable; or 

(ii) By requiring the individual to 
provide documentation which 
establishes the individual’s citizenship, 
nationality, or lawful presence. 

(iii) The PCIP must provide an 
individual who is applying to enroll in 
the PCIP with a disclosure specifying if 
the information will be shared with the 
Department of Health and Human 
Services. Social Security 
Administration, and if necessary, 
Department of Homeland Security for 
purposes of establishing eligibility. 

(b) Disenrollment process. (1) A PCIP 
must establish a disenrollment process 
that is approved by HHS. 

(2) A PCIP may disenroll an 
individual if the monthly premium is 


not paid on a timely basis, following 
notice and a reasonable ^ace |:^riod, 
not to exceed 61 da^ from when 
payment is due, as defined by the PCIP 
and approved by HHS. 

(3) A PCIP must disenroll an 
individual in any of the following 
circumstances: 

(i) The individual no longer resides in 
the POP service area. 

(ii) The individual obtains other • 
creditable coverage. 

(iii) Death of the individual. 

(iv) Other exceptional circumstances 
established by HIK. 

(c) Effective dates. A PCIP must 
establish rules governing the effective 
date of enrollment and disenrollment 
that are approved by HHS. A complete 
enrollment request submitted by an 
eligible individual by the 15th day of a 
month, where the individual is 
determined to be eligible for enrollment, 
must take effect by the 1st day of the 
following month, except in exceptional 
circumstances that are subject to HHS 
approval. 

(d) Funding limitation. A PCIP may 
stop taking applications for enrollment 
to comply with funding limitations 
established by the HHS under section 
n01{g) ofPublic Law 111-148 and 

§ 152.35 of this part. Accordingly, a 
PCIP may employ strategics to manage 
enrollment over the course of the 
program that may include enrollment 
capacity limits, phased-in (delayed) 
enrollment, and other measures, as 
defined by the PCIP and approved by 
HHS. including measures specified 
under § 152.35(b). 

Subpart D— Benefits 
§152.19 Covered benefits. 

(а) Required benefits. Each benefit 
plan offered by a PCIP shall cover at 
least the following categories and the 
items and services: 

(1) Hospital inpatient services 

(2) Hospital outpatient services 

(3) Mental health and substance abuse 
services 

(4) Professional services for the 
diagnosis or treatment of injury, illness, 
or condition 

(5) Non-custodial skilled nursing 
services 

(б) Home health services 

(7) Durable medical equipment and 
supplies 

Diagnostic x-rays and laboratory 

tests 

(9) Physical therapy services 
(occupational therapy, physical therapy, 
speech therapy) 

(10) Hospice 

(11) Emergency services, consistent 
with § 152.22(b), and ambulance 
services 


(12) Prescription drugs 

(13) Preventive care 

(14) Maternity care 

(b) Excluded .services. Benefit plans 
offered by a PCIP shall not cover the 
following services: 

(1) Cosmetic surgery or other 
treatment for cosmetic purposes except 
to restore bodily function or correct 
deformity resulting from disease. 

(2) Custodial care except for hospice 
care associated with the palliation of 
terminal illness, 

(3) In vitro fertilization, artificial 
insemination or any other artificial 
means used to cause pregnancy. 

(4) Abortion services except when the 
life of the woman would be endangered 
or when the pregnancy is the result of 
an act of rape or incest. 

(5) Experimental care except as part of 
an FDA-approved clinical trial, 

§ 1 52.20 Prohibitions on pre-existing 
condition exclusions and waiting periods. 

(a) Pre-existing condition exclusions. 

A PCIP must provide all enrollees with 
health coverage that does not impose 
any pre-existing condition exclusions 
(as defined in § 152.2) with respect to 
such coverage. 

(b) Waiting periods. A PCIP may not 
impose a waiting period with respect to 
the coverage of services after the 
effective date of enrollment. 

§ 152.21 Premiums and cost-sharing. 

(a) Limitation on enrollee premiums. 
(1) The premiums charged under the 
PCIP may not exceed 100 percent of the 
premium for the applicable standard 
risk rate that would apply to the 
coverage offered in the State or States. 
The PCIP shall determine a standard 
risk rate by considering the premium 
rates charged for similar benefits and 
cost-sharing by other insurers offering 
health insurance coverage to individuals 
in the applicable State or States, The 
standard risk rate shall be established 
using reasonable actuarial techniques, 
that are approved by the Secretary, and 
that reflect anticipated experience and 
.expenses. A PCIP may not use other 
methods of determining the standard 
rate, except with the approval of the 
Secretary. 

(2) Premiums charged to enrollees in 
the PCIP may vary on the basis of age 
by a factor not greater than 4 to 1. 

(b) Umitation on enrollee costs. (1) 

The PCIP's average share of the total 
allowed costs of the PCIP benefits must 
be at least 65 percent of such costs. 

( 2 ) The out-of-pocket limit of coverage 
for cost-sharing for covered services 
under the PCIP may not be greater than 
the applicable amount described in 
section 223(c)(2) of the Internal Revenue 
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code of 1986 for the year involved. If the 
plan uses a network of providers, this 
limit may be applied only for in- 
network providers, consistent with the 
terms of PCIP benefit package. 

§152.22 Access to services. 

(a) General rule. A PCIP may specify 
the networks of providers from whom 
enrollees may obtain plan services. The 
PCIP must demonstrate to HHS that it 
has a sufficient number and range of 
providers to ensure that all covered 
services are reasonably available and 
accessible to its enrollees. 

(b) Emergency services. In the case of 
emergency services, such services must 
he covered out of network if: 

{!) The enroilee had a reasonable 
concern that failure to obtain immediate 
treatment could present a serious risk to 
his or her life or health; and 

(2) The services were required to 
assess whether a condition requiring 
immediate treatment exists, or to 
provide such immediate treatment 
where warranted. 

Subpart E—Oversight 
§152.^ Appeals procedures. 

(a) General. A PCIP shall establish and 
maintain procedures for individuals to 
appeal eligibility and coverage 
determinations. 

(b) Minimum requirements. The 
appeals procedure must, at a minimum, 
provide: 

(1) A potential enroilee with the right 
to a timely redetermination by the PCIP 
or its designee of a determination 
regarding PCIP eligibility, including a 
determination of whether the individual 
is a citizen or national of the United 
States, or is lawfully present in the 
United States. 

(2) An enroilee with the right to a 
timely redeterminalion by the PCIP or 
its designee of a determination 
regarding the coverage of a service or 
the amount paid by the PCIP for a 
service. 

(3) An enroilee with the right to a 
timely reconsideration of a 
redetormination made under paragraph 
(b)(2) of this section by an entity 
independent of the PCIP. 

§ 152.27 Fraud, waste, and abuse. 

(a) Procedures. The PCIP shall 
develop, implement, and execute 
operating procedures to prevent, detect, 
recover (when applicable or allowable), 
and promptly report to HHS incidences 
of waste, fraud, and abuse, and to 
appropriate law enforcement authorities 
instances of fraud. Such procedures 
shall include identifying situations in 
which enrollees or potential enrollees 


(or their family members) are employed, 
and may have, or have had. access to 
other coverage such as group health 
coverage, but were discouraged from 
enrolling. 

(b) Cooperation. The PCIP shall 
cooperate with Federal law enforcement 
and oversight authorities iu cases 
involving waste, fraud and abuse, and 
shall report to appropriate authorities 
situations in which enrollment in other 
coverage may have been discouraged. 

§ 152.26 Preventing insurer dumping. 

(a) Genem/ rule. If it is determined 
based on the procedures and criteria set 
forth in paragraph (b) of this section that 
a health insurance issuer or group 
health plan has discouraged an 
individual from remaining enrolled in 
coverage offered by such issuer or 
health plan based on the individual’s 
health status, if the individual 
subsequently enrolls in a PCIP under 
this part, the issuer or health plan will 
be r^ponsibie for any medical expenses 
incurred by the PCIP with respect to the 
individual. 

(b) Procedures and criteria for a 
determination of dumping. A PCIP shall 
establish procedures to identify and 
report to HHS instances in which health 
insurance issuers or employer-based 
group health plans are discouraging 
high-risk individuals from remaining 
enrolled in their current coverage in 
instances in which such individuals 
subsequently are eligible to enroll in the 
qualified high risk pool. Such 
procedures shall include methods to 
identify the following circumstances, 
either through the PCIP enrollment 
application form or other vehicles: 

(1) Situations where an enroilee or 
potential enroilee had prior coverage 
obtained through a group health plan or 
issuer, and the individual was provided 
financial consideration or other rewards 
for disenrolling from their coverage, or 
disincentives for remaining enrolled. 

(2) Situations where enrollees or 
potential enrollees had prior coverage 
obtained directly from an issuer or a 
group health plan and either of the 
following occurred: 

(i) The premium for the prior coverage 
was increased to an amount that 
exceeded the premium required by the 
PCIP {adjusted based on the age factors 
applied to the prior coverage), and this 
increase was not otherwise explained; 

(ii) The health plan, issuer or 
employer otherwise provided money or 
other ^ancial consideration to 
disenroll from coverage, or disincentive 
to remain enrolled in such coverage. 
Such considerations include payment of 
the PCIP premium for an enroilee or 
potential enroilee. 


(c) Remedies. If the Secretary 
determines, based on the criteria in 
paragraph (b) of this section, that the 
rule in paragraph (a) of this section 
applies, an issuer or a group health plan 
will be billed for the medical expenses 
incurred by the PCIP. The issuer or 
group health plan also will be referred 
to appropriate Federal and State 
authorities for other enforcement 
actions that may be warranted based on 
the behavior at issue. 

(d) Other. Nothing in this section may 
be construed as con.stituting exclusive 
remedies for violations of this section or 
as preventing States from applying or 
enforcing this section or other 
provisions of law with respect to health 
insurance issuers. 

Subpart F— Funding 

§ 1 52.32 Use of funds. 

(a) Limitation on use of funding. All 
funds awarded through the contracts 
established under this program must be 
used exclusively to pay allowable 
claims and administrative costs 
incurred in the development and 
operation of the PCIP that are in excess 
of the amounts of premiums collected 
from individuals enrolled in the 
program. 

(b) Limitation on administrative 
expenses. No more than 10 percent of 
available funds shall be used for 
administrative expenses over the life of 
the contract with the PCIP, absent 
approval from HHS. 

§152.33 Initial allocation of funds. 

HHS will establish an initial ceiling 
for the amount of the S5 billion in 
Federal funds allocated for PCIPs in 
each State using a methodology 
consistent with that used to established 
allocations under the Children’s Health 
Insurance Program, as set forth under 42 
CFR Part 457, Subpart F, Payment to 
States. 

§ 1 52.34 Reallocation of funds. 

If HHS determines, based on actual 
and projected enrollment and claims 
experience, that the PCIP in a given 
State will not make use of the total 
estimated funding allocated to that 
State, HHS may reallocate unused ftinds 
to other States, as needed. 

§ 1 52.35 Insufficient funds. 

(a) Adjustments by a PCIP to 
eliminate a deficit. In the event that a 
PCIP determines, based on actual and 
projected enrollment and claims data, 
that its allocated funds are insufficient 
to cover projected PCIP expenses, the 
PCIP shall report such insufficiency to 
HHS. and identify and implement 
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necessary adjustments to eliminate such 
deficit, subject to HHS approval. 

(b) Adjustment by the Secretary. If the 
Secretary estimates that aggregate 
amounts available for PCIP expenses 
will be less than the actual amount of 
expenses, HHS reserves the right to 
make such adjustments as are necessary 
to eliminate such deficit. 

Subpart G— Relationship to Existing 
Laws and Programs 

§ 1 S2.3S Maintenance of effort. 

(a) General. A State that enters into a 
contract with HHS under this part must 
demonstrate, subject to approval by 
HHS, that it will continue to provide 
funding of any existing high risk pool in 
the State at a level that is not reduced 
from the amount provided for in the 
year prior to the year in which the 
contract is entered. 
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(b) Failure to maintain efforts. In 
situations where a State enters into a 
contract with HHS under this part, HHS 
shall take appropriate action, such as 
terminating the POP contract, against 
any State that fails to maintain Ending 
levels for existing State high risk pools 
as required, and approved by HHS, 
under paragraph (a) of this section. 

§ 1 52.40 Relation to State laws. 

The standards established under this 
section shall supersede any State law or 
regulation, other than State licensing 
laws or Slate laws relating to plan 
solvency, with respect to PCIPs which 
are established in accordance with this 
section. 

Subpart H — Transition to Exchanges 

§152.44 End of PCIP program coverage. 

Effective January 1. 2014, coverage 
under the PCIP program (45 CFR part 
152) will end. 


§ 1 52.45 Transition to the exchanges. 

Prior to termination of the PCIP 
program, HHS will develop procedures 
to transition PCIP enrollees to the 
Exchanges, established under sections 
1311 or 1321 of the Affordable Care Act, 
to ensure that there are no lapses in 
health coverage for those individuals. 

Dated: July 26. 2010 , 

Jay Angoff, 

Director, Office of Consumer Information and 
Insurance Oversight. 

Dated: July 26. 2010. 

Kathleen Sebelius, 

Secretary, Department of Health and Human 
Services. 

IFRDoc. 2010-18691 Filed 7-29-10; 8:45 ami 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

45CFR Part 158 

COCnO-9998HFC] 

RiN 0950-AA% 

Health insurance issuers Implementing 
Medical Loss Ratio (MLR) 
Requirements Under the Patient 
Protection and Affordable Care Act 

agency: Office of Consumer Information 
and Insurance Oversight, Department of 
Health and Human Services. 

ACTION: Interim final rule with request 
for comments. 

SUMMARY: This document contains the 
interim final regulation implementing 
medical loss ratio (MLR) requirements 
for health insurance issuers under the 
Public Health Service Act, as added by 
the Patient Protection and Affordable 
Care Act (Affordable Care Act). 

DATES: Effective date: This interim final 
regulation is effective January 1 , 201 1 . 

Comment date: Comments are due on 
or before January 31, 2011. 

Applicability dates: This interim final 
regulation generally applies beginning 
January 1, 2011, to health insurance 
issuers offering group or individual 
health insurance coverage. 

ADDRESSES; Written comments may be 
submitted to the address specified 
below. 

All comments will be made available 
to the public. Warning: Do not include 
any personally identifiable information 
(such as name, address, or other contact 
information) or confidential business 
information that you do not want 
publicly disclosed. All comments are 
posted on the Internet exactly as 
received, and can be retrieved by most 
Internet search engines. No deletions, 
modifications, or redactions will be 
made to the comments received, as they 
are public records. Comments may be 
submitted anonymously. 

In commenting, please refer to file 
code OCIIO-9998-IFC. Because of staff 
and resource limitations, we cannot 
accept comments by facsimile (FAX) 
transmission. 

You may submit comments in one of 
four ways (please choose only one of the 
ways listed): 

1. Electronically. You may submit 
electronic comments on this regulation 
to http://wwi\r.regulations.gov. Follow 
the instructions under the “More Search 
Options” tab. 

2. By regular mail. You may mail 
written comments to the following 
address only: Office of Consumer 
Information and Insurance Oversight, 


Department of Health and Human 
Services, Attention: OCnO— 9998— IFC, 
Room 445-G, Hubert H. Humphrey 
Building, 200 Indepmidence Avenue, 
SW., Washington, DC 20201. 

Please allow sufficient time for mailed 
comments to Iw received before the 
close of the comment period. 

3. By express or overnight mail. You 
may send written comments to the 
following address only: Office of 
Consumer Information and Insurance 
Oversight, Department of Health and 
Human Services, Attention: OCIIO- 
9998-IFC, Room 445-<J, Hubert H. 
Humphrey Building, 200 Independence 
Avenue. SW., Washington, DC 20201. 

4. By band or courier. If you prefer, 
you may deliver (by hand or courier) 
your written comments before the close 
of the comment period to the following 
address: Office of Consumer Information 
and Insurance Oversight, Department of 
Health and Human Services, Attention: 
OCIIO-9998-IFC, Room 445-G, Hubert 
H. Humphrey Building. 200 
Independence Avenue, SW., 
Washington. DC 20201. 

(Because access to the interior of the 
Hubert H. Humphrey Building is not 
readily available to persons without 
Federal government identification, 
commenters are encouraged to leave 
their comments in the OCIIO drop slots 
located in the main lobby of the 
building. A stamp*in clock is available 
for persons wishing to retain a proof of 
filing by stamping in and retaining an 
extra copy of the comments being filed.) 

Comments mailed to the addresses 
indicated as appropriate for hand or 
courier delivery may be delayed and 
received after the comment period. 

Su6miss/on of comments on 
papenvork requirements. You may 
submit comments on this document’s 
paperwork requirements by following 
the instructions at the end of the 
“Collection of Information 
Requirements” section in this document, 
FOR FURTHER INFORMATION CONTACT; 

Caro! Jimenez, Office of Consumer 
Information and Insurance Oversight, 
Department of Health and Human 
Services, at (301) 492-4457. 
SUPPLEMENTARY INFORMATION: Inspection 
of Public Comments: Comments 
received timely will also be available for 
public inspection as they are received, 
generally beginning approximately three 
weeks after publication of a document, 
at the headquarters of the Centers for 
Medicare & Medicaid Services, 7500 
Security Boulevard, Baltimore, 

Maryland 21244, Monday through 
Friday of each week from 8:30 a.m. to 
4 p.m. To schedule an appointment to 
view public comments, phone 1-800- 
743-3951. 


Customer Service Information : 

Individuals interested in obtaining 

information on health reform can be 

found http://vvww.heallbcare.gov. 
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I. Background 

The Patient Protection and Affordable 
Care Act (Pub. L. 111-148, was enacted 
on March 23, 2010); the Health Care and 
Education Reconciliation Act (Pub. L. 
111-152. was enacted on March 30. 
2010). In this preamble we refer to the 
two statutes collectively as the 
Affordable Care Act. The Affordable 
Care Act reorganizes, amends, and adds 
to the provisions of Part A of title XXVII 
of the Public Health Service Act (PHS 
Act) relating to group health plans and 
health insurance issuers in the group 
and individual markets. 

The Department of Health and Human 
Services (HHS, or the Department) is 
issuing regulations in several phases in 
order to implement revisions to the PHS 
Act made by the Affordable Care Act. 

All of the previous regulations were 
issued jointly with the Departments of 
Labor and the Treasury'. A request for 
information relating to the medical loss 
ratio (MLR) provisions of PHS Act 


section 2718 was published in the 
Federal Register on April 14, 2010 (75 
FR 19297) (notice, or request for 
information). Additionally, a series of 
interim final regulations were published 
earlier this year implementing PHS Act 
provisions added by the Affordable Care 
Act. Specifically, interim final rules 
were published implementing (1) 
section 2714 (requiring dependent 
coverage of children to age 26) (75 FR 
27122 (May 13, 2010)); (2) section 1251 
of the Affordable Care Act (relating to 
status as a grandfathered health plan) 

(75 FR 34538 (June 17, 2010)); (3) 
sections 2704 (prohibiting preexisting 
condition exclusions), 2711 (regarding 
lifetime and annual dollar limits on 
benefits), 2712 (regarding restrictions on 
rescissions), and 2719A (regarding 
patient protections) (75 FR 37188 (June 
28, 2010)); (4) section 2713 (regarding 
preventive health services) (75 FR 41726 
(July 19, 2010)}; and (5) section 2719 
(regarding internal claims and appeals 
and external review processes) (75 FR 
43330 (July 23. 2010)). Most recently. 
HHS, Department of Labor, and 
Department of the Treasury published 
an amendment to the interim final 
regulations relating to status as a 
grandfathered health plan (regarding 
change in health insurance issuers) in 
the Federal Register on November 17, 
2010 (75 FR 70114). The Departments 
have also published sub-regulatory 
guidance regarding various issues 
related to the implementation of the 
Affordable Care Act, available at 
http://www.doI.gov/ebsa and http:// 
www.bhs.gov/ociio. 

This interim final regulation adopts 
and certifies in full all of the 
recommendations in the model 
regulation of the National Association of 
Insurance Commissioners (NAIC) 
regarding MLRs. It is being published to 
implement section 2718(a) through (c) 
of the PHS Act, relating to bringing 
down the cost of health care coverage 
through a new MLR standard. Subpart A 
implements the requirements for 
reporting the data to be considered in 
determining that ratio. Subpart B 
addresses the requirements for health 
insurance issuers (issuers) in the group 
or individual market, including 
grandfathered health plans, to provide 
an annual rebate to enrollees, if the 
issuer’s MLR fails to meet minimum 
requirements: Generally, 85 percent in 
the large group market and 80 percent 
in the small group or individual market. 
In Subpart C. this interim final 
regulation provides a process and 
criteria for the Secretary of Health and 
Human Services (the Secretary) to 
determine whether application of the 80 


percent MLR in the individual market in 
a State may destabilize that individual 
market. Finally, enforcement of the 
reporting and rebate requirements of 
section 2718(a) and (b) are addressed in 
Subparts D-F, as specifically authorized 
in section 2718(b)(3). This interim final 
regulation is generally applicable for 
plan years beginning on or after January 

I, 2011. Self-insured plans are not a 
health insurance issuer, as defined by 
section 2791(b)(2) of the PHS Act, and 
thus are not subject to this interim final 
regulation. 

II. Provisions of the Interim Final Rule 
A. Introduction and Overview 

Section 2718 of the PHS Act includes 
two provisions designed to achieve the 
objective in the section title: “Bringing 
down the cost of health care coverage.” 
The first is the establishment of greater 
transparency and accountability around 
the expenditures made by health 
insurance issuers. The law requires that 
issuers publicly report on major 
categories of spending of policyholder 
premium dollars, such as clinical 
services provided to enrollees and 
activities that will improve health care 
quality, The second is the establishment 
of MLR standards for issuers, which are 
intended to help ensure policyholders 
receive value for their premium dollars. 
Issuers will provide rebates to enrollees 
when their spending for the benefit of 
policyholders on reimbursement for 
clinical services and quality improving 
activities, in relation to the premiums 
charged, is less than the MLR standards 
established pursuant to the statute, The 
rebate provisions of section 2718 are 
designed not just to provide value to 
policyholders, but also to create 
incentives for issuers to become more 
efficient in their operations. Section 
2718 also contains provisions which 
allow for modifications to the standards 
under certain circumstances, which are 
described in this regulation. To inform 
decisions about definitions and 
methodologies for calculating MLRs. the 
Affordable Care Act directed the NAIC 
to make recommendations to the 
Secretary, subject to certification by the 
Secretary. As described below, this 
interim final regulation adopts to these 
recommendations. 

As to the reporting provisions, section 
2718(a) requires health insurance 
issuers to “submit to the Secretary a 
report concerning the ratio of the 
incurred loss (or incurred claims) plus 
the loss adjustment expense (or change 
in contract reserves) to earned 
premiums.” The statute, as implemented 
by this interim final regulation, requires 
health insurance issuers to submit data 
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to the Secretary that will allow enrollees 
of health plans, consumers, regulators, 
and others to take into consideration 
MLRs as a measure of health insurance 
performance as described in section 
2718 of the PHS Act, More specifically, 
this interim final regulation is intended 
to provide consumers with information 
needed to better understand how much 
of the premium paid to the issuer is 
used to reimburse providers for covered 
services, to improve health care quality, 
and to pay for the “non-claims,” or 
administrative expenses, incurred by 
the issuer. The caption of subsection (a) 
reflects this purpose, which is to 
provide the Secretary and other parties 
with a “clear accounting for costs.” 

As quoted above, the statute requires 
issrrers to submit a report that 
“concerns” the ratio of the “incurred 
loss” to “earned premium.” The statute 
does not simply require the issuer to 
report the numeric ratio of the incurred 
loss to earned premium, in addition, 
subsection (aK3) requires issuers to 
provide an explanation of the “nature” 
of “non-claims costs.” This interim final 
regulation accordingly describes the 
type of information that is to be 
included in the report to the Secretary 
and made available to consumers, in 
addition to the numerical ratio. To 
increase transparency and avoid 
confusion, this interim final regulation 
provides that the data to be reported 
according to section 2718(a) of the PHS 
Act will include all of the elements of 
revenue and expenditures that will be 
needed to calculate the amount of 
rebates under subsection 2718(b). 

For this information to be meaningful 
to consumers, the report provided to the 
Secretary and made available to the 
public must include the amount of 
premium revenue received as well as 
the amount expended on each of the 
types of activity identified in 
subparagraphs (1), (2), and (3) of section 
2718(a) of the PHS Act: 

(1) Reimbursement for clinical 
services provided to enrollees under the 
health insurance plan (subparagraph 

(D); 

(2) Activities that improve health care 
quality for enrollees (subparagraph (2)); 

(3) All other “non-claims” costs 
(subparagraph (3)); and 

(4) Federal and State taxes and 
licensing or regulatory fees 
(subparagraph (3)). 

In addition, the rebate requirements 
established by section 2718(b) allow for 
a State to provide for higher ratios than 
those required by section 
2718(b)(l)(A)(i) and (ii) of the PHS Act. 
In order to allow a State to do so. the 
reporting required of health insurance 
issuers under subsection (a) must be 
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done on a State level. Section 2718(b) 
also requires a separate calculation of 
the MLR for the large group market, the 
small group market, and the individual 
market. Consequently, the data required 
under subsection (a) must be reported 
for the large ^oup market, the small 
group market, and the individual market 
within each State. 

NAIC model reflation and 
recommendations. Section 2718(c) of 
the PHS Act directs the NAIC, subject to 
certification by the Secretary, to 
establish: 

(1) Uniform definiflons of the 
activities reported under section 
2718(a}: 

(2) standardized methodologies for 
calculating measures of the activities 
reported under section 2718(a); and 

(3) definitions of which activities and 
in what regard such activities constitute 
activities that Improve health care 
quality. 

Section 2718(c) also directs that the 
standardized methodologies for 
calculating measures of the activities 
reported under section 2718(a) “shall be 
designed to take into account the special 
circumstances of smaller plans, diferent 
types of plans, and newer plans.” 

The NAIC provided its 
recommendations to the Secretary on 
October 27, 2010 regarding the above 
three areas, and made additional 
recommendations regarding other 
aspects of section 2718, in the form of 
a model regulation entitled Begulaiion 
for Uniform Definitions and 
Standardized Methodologies for 
Calculation of the Medical Loss Ratio 
forPIan Years 2011, 2012 and 2013 per 
Section 2718(b) of the Public Health 
Service Act (hereinafter “NAIC model 
regulation”) [http://wmv.nQic.org/ 
documents/ 

committees_ex_mlr_reg_asadopled.pdf). 
The NAIC model regulation is discussed 
in more detail in connection with the 
specific provisions of this interim final 
regulation. The NAIC. in discharging its 
statutory obligations, conducted a 
thorough and transparent process in 
which the views of regulators and 
stakeholders were discussed, analyzed, 
addressed and documented in 
numerous open forums held by staff 
from State insurance departments, by 
NAIC staff, and by the commissioners, 
directors, and superintendents of 
insurance from the Slates. This interim 
final regulation certifies and adopts the 
NAIC’s model regulation in full. 

The NAIC model regulation includes 
definitions to be used for purposes of 
reporting the types of activities 
mandated by section 2718(a}, and 
standardized methodologies for 
calculating measures of such activities 


including those that improve health care 
quality. This interim final regulation 
certifies and adopts these definitions in 
the NAIC model regulation. Consistent 
with the mandate of section 2718(b), the 
NAIC and this interim final regulation 
require that health insurance issuers 
aggregate data at the State level by the 
large group market, small group market, 
and individual market, and define these 
markets. The reporting requirements, 
which follow NAIC’s recommendations, 
are discussed in connection wdth 
Subpart A. 

The NAIC model regulation addresses 
in several different ways, as does this 
interim final regulation, the statutory 
requirement that the methodologies 
used to calculate the measures of the 
activities reported “shall be designed to 
take into account the special 
circumstances of smaller plans, different 
types of plans, and newer plans.” The 
NAiC recommendations address the 
special circumstance of newer plans and 
smaller plans. They address newer 
plans by adjusting when newer plans' 
experience is to be reported, which is 
addressed in Subpart A. The special 
circumstance of smaller plans, which do 
not have sufficient experience to be 
statistically valid for purposes of the 
rebate provisions, are addressed by the 
NAIC through credibility adjustments to 
the calculation of the MLR. Because 
credibility adjustments are necessary to 
calculate the rebates under section 
2718(b), they are addressed in Su^art 
B of this interim final regulation. The 
NAIC model regulation does not address 
the special circumstances of different 
types of plans such as so-culled mini- 
med plans or expatriate plans, although 
it does address expatriate plans in a 
letter to the Secretary. HHS addresses 
both mini-med plans and expatriate 
plans in this interim final regulation, 
and discusses thorn in connection with 
Subpart A. 

The NAIC model regulation details 
the MLR rebate calculation for each of 
the next three MLR reporting years and 
notes the incurred claims and expenses 
related to improving health care quality 
that may be included. HHS has adopted 
these provisions in Subpart B. 

As noted above, the statute directs the 
NAIC, subject to certification by the 
Secretary, to establish uniform 
definitions and methodologies for 
calculating measures of activities that 
are used to calculate an issuer's MLR, 
HHS has review^ed these recommended 
definitions and methodologies and has 
decided to certify and adopt the NAIC 
recommendations in its October 27 
model regulation. The NAIC held 
public, weekly meetings for several 
months during which interested parties 
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were encouraged to provide both 
written and oral comments, and the 
details surrounding the reporting 
requirements were thoroughly analyzed. 
In making the determination to certify 
the NAIC’s recommendations, HHS also 
considered the NAIC’s Issue Resolution 
Documents, which were produced as a 
result of the NAIC’s process and which 
contain the NAIC’s position regarding 
numerous related issues. In addition, 
HHS considered the public comments 
received by the NAIC as well as 
comments submitted to HHS in 
response to its request for information 
published on April 14, 2010 in the 
Federal Register. HHS also considered 
the letters submitted by the NAIC to the 
Secretary with respect to MLR issues, 
which are also public records. 

Organization of this regulation. The 
basis, scope, applicability, and 
definitions for this interim final 
regulation are set forth in §§ 158.101 
through 158.103. The structure of 
Subpart A of this interim final 
regulation follows the organization of 
section 2718(a). The obligation to report 
is established in § 158.110. The way in 
which issuers are to aggregate data in 
the required reports is explained in 
§ 158.120. The special circumstances of 
mini>med plans and expatriate plans are 
also included in § 158.120. Newer 
experience is addressed in § 158.121. 
Section 158.130 addresses provisions 
that relate to premium revenue. Section 
158,140 clarifies what may be reported 
as reimbursement for clinical services 
provided to enrollees, also known as 
incurred claims. Sections 156.150 
through 158.151 explain the criteria for 
determining whether expenditures are 
for activities that Improve health care 
quality, allocation of such expenses, and 
treatment of health information 
technology (HIT) expenses required to 
accomplish such activities. Section 
158.160 clarifies reporting of non-claims 
costs. Sections 158.161 and 158.162 
address the Federal and State taxes and 
licensing or regulatory fees that may be 
excluded from non-claims costs 
pursuant to PHS Act section 2718(a)(3). 
Section 158.170 addresses allocation of 
expenses among categories reported as 
well as an issuer’s lines of business. 

Similarly, the structure of Subpart B 
of this interim final regulation follows 
the organization of section 2718(b). The 
applicable MLR standards for the large 
group, small group and individual 
markets are addressed in § 158.210. 
States are permitted to establish a higher 
MLR standard than provided by the 
Affordable Care Act. and if a State has 
done so, the State’s standard applies, as 
stated in § 158.211. Section 158.220 
explains which MLR reporting year’s 


data is to be u^d to calculate an issuer's 
MLR, and § 158.221 directs which data 
elements should be in the ratio’s 
numerator and which should be in the 
denominator. Credibility adjustments 
are delineated in § 158.230, and the 
details as to how to calculate them are 
addressed in § 158.231 and § 158.232. 
Sections 158.240 through 158.242 
provide that enrollees must receive a 
rebate if the applicable MLR standard is 
not met, and establish who receives the 
rebate in certain circumstances, and the 
manner in which the rebate must be 
made. The de minimis amount below 
which a rebate need not be provided 
and how to handle de minimis rebates 
are addressed in § 158.243. Section 
158.250 establishes a requirement for 
issuers to provide rebate recipients with 
an explanatory notice, while § 158.260 
establishes a requirement for Issuers to 
report to the Secretary data regarding 
rebate payments. 

Subparl C of this interim final 
regulation addresses the Secretary’s 
discretion in section 2718(b}(A)(ii) to 
adjust the MLR percentage for the 
individual market in a Stale if the 
Secretary determines that application of 
an 80 percent MLR standard may 
destabilize the individual market in 
such State. This interim final regulation 
provides that such determinations will 
bo made pursuant to a State request and 
based on standards that include 
recommendations made to HHS in a 
letter from the NAIC on October 13, 
2010. 

Subparts D, E and F of this interim 
final regulation implement section 
2718(b)(3), Enforcement, which directs 
the Secretary to promulgate regulations 
for enforcing section 2718, and allows 
for providing appropriate penalties as 
part of the enforcement scheme. Subpart 
D addresses the enforcement scheme. 
Subpart E sets forth the requirements for 
maintaining records and information. 
Subpart F, Federal Civil Penalties, 
details the basis for imposing civil 
penalties, factors that HHS will consider 
in assessing civil penalties, the amount 
of the penalties, and the process for 
assessing them. 

B. Scope, Applicability and Definitions 

1. Scope and Applicability (§§ 158.101 
Through 158.102) 

Section 158.101 sets forth the topics 
and issues covered in Part 158 of this 
interim final regulation. 

Section 158.102 provides that Part 
158 applies to health insurance issuers 
offering group or individual health 
insurance covCTage, Section 2718(a) of 
the PHS Act expressly provides that this 
includes grandfather^ health plans. 


Grandfathered health plans are defined 
in 26 CFR 54.9815~125lT, 29 CFR 
§§ 2590.715 through 1251, and 45 CFR 
147.140, which implements the 
provisions in the Affordable Care Act 
regarding status as a grandfathered 
health plan (see Interim Final Rules for 
Group Health Plans and Health 
Insurance Coverage Relating to Status as 
a Grandfathered Health Plan Under the 
Affordable Care Act, 75 fTt 34538 (June 
17, 2010), as amended. 75 FR 70114 
(November 17, 2010)). 

Although Section 2718(a) of the PHS 
Act does not exempt specific categories 
of plans from its requirements, 
subparagraph (c) requires that the 
reporting requirements and 
methodologies for calculating measures 
of the activities reported “be designed to 
take into account the special 
circumstances of smaller plans, different 
types of plans, and newer plans.” 
Smaller plans, different types of plans, 
and newer plans are subject to this 
interim final rule, and their special 
circumstances are addressed through 
the reporting requirements and 
calculation of the MLR provisions in 
Subparts A andB. 

2. Definitions (§ 158.103) 

Section 2718(c) of the PHS Act directs 
the NAIC, subject to certification by the 
Secretary, to “establish uniform 
definitions of the activities reported 
under subsection (a) and standardized 
methodologies for calculating measures 
of such activities, including definitions 
of which activities, and in what regard 
such activities, constitute activities 
described in section (a)(2).” 

The NAIC model regulation includes 
definitions of the activities reportable 
under section 2718(a) of the PHS Act 
and this interim final regulation adopts 
those definitions. Many of the terms 
defined in the NAIC mode! regulation 
refer to specific lines on NAIC financial 
reporting forms that are broader than the 
reporting required for the PHS Act MLR 
provisions. 

Any defined term that is used in only 
one section of this Subpart is defined in 
that section and is not also contained in 
the “Definitions” section of the 
regulation. Such terms include 
“aggregation,” “incurred claims.” and 
“quality improving activities.” Thus, 
these terms are discussed in the 
preamble section regarding that topic, 
rather than here. For example, 
“aggregation” is addressed in § 158.120, 
“incurred claims” is defined in 
§ 158.140. and “quality improving 
activities” is defined in § 158.150. Each 
of these terms is discussed in the 
section of the preamble regarding the 
regulation pertaining to it. 
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Definitions that are used in the 
regulation as commonly used in the 
health care industry are not of particular 
note and therefore are not discussed 
here. Wo do discuss several definitions 
that are unique to this regulation or that 
may be of particular interest to 
enrollees, health plans, consumers, 
regulators and others. The definitions in 
§158.103 apply to all ofPart 158. Also, 
in the public comments regarding 
uniform definitions for activities 
reported on under section 2718(a) of the 
PHS Act, the only definition we 
received any significant amount of 
comments on is “plan year.” Those 
comments are discussed below with 
regard to MLR reporting year. Finally, 
we note that the interim final regulation 
uses the term “market” as it is used in 
the statute, to differentiate the small 
group, large group, and individual 
market, even if in some contexts these 
are also referred to as “market 
segments.” 

‘'MLR reporting year." Section 2718(a) 
requires each health insurance issuer to 
submit a report to the Secretary “with 
respect to each plan year.” The NAIC 
has recommended, and HHS concurs, 
that for purposes of MLR reporting and 
calculation, the term “plan year” in 
section 2718 should be interpreted to 
refer to the calendar year for that plan, 
and not necessarily the plan year that 
applies for other purposes. In adopting 
the NAIC's definition, HHS uses the 
term "MLR reporting year.” Accordingly, 
this regulation interprets "plan year,” as 
used in section 2718(a), as referring to 
the “MLR reporting year,” and defines 
the MLR reporting year as the calendar 
year. We recognize that this definition is 
different than the definition of the term 
“plan year” currently in the regulations 
implementing the PHS Act. This current 
regulatory definition of “plan year” 
would continue to apply for all 
purposes other than the period to be 
used for MLR reporting and rebate 
calculation. Specifically, for purposes 
other than the period for MLR reporting 
and rebate calculation, the term plan 
year is defined as “the year that is 
designated as the plan year in the plan 
document of a group health plan,” 
although the plan year may under 
certain conditions be the deductible 
year, the policy year, the employer’s tax 
year, or the calendar year. We also note 
that, in the case of individual health 
insurance coverage, a similar term — 
“policy year” — is defined. Under these 
definitions, the “plan year” or “policy 
year” is specific to the group or 
individual policy, and can be 
determined by the issuer. The NAIC 
recognized that requiring reporting of 


MLR data for each plan year under this 
generally applicable definition would be 
problematic. Meaningful reportir^ of 
the data required by section 2718 of the 
PHS Act requires aggr^ation of an 
issuer's experience across health 
insurance policies and policy forms in 
each State’s large group, small group, 
and individual markete. 

As stated alxjve, the NAIC 
recommends and requires calendar-year 
reporting and we adopt this 
recommendation and require reporting 
on a calendar-year basis. Issuers will 
report the premium earned, claims, 
quality improvement expenses and 
other non-claims costs incurred under 
health insurance that is in force during 
the calendar year. Calendar year 
reporting will increase the reliability of 
the experience data that will be reported 
and that will be used as the basis for 
rebate calculations. It will reduce the 
reporting burden on issuers, as they will 
be required to prepare and file a single 
loss ratio report and to calculate and 
pay rebates only once each calendar 
year. Ail enrollees under any of the 
health insurance coverage whose 
experience is reflected in the report to 
the Secretary will be eligible for rebates 
on the premiums paid during that 
calendar year. To avoid confusion with 
other uses of the term “plan year,” and 
to make for a clearer presentation and 
discussion of the MLR reporting 
requirements, we have adopted the term 
“MLR reporting year” to refer to the 
“plan year” referenced in section 2718 
for use in the regulation. 

The Secretary invited the public to 
comment on uniform definitions for 
activities to be reported to the Secretary 
pursuant to section 2718(a). The only 
comments received regarding the terms 
defined in § 158.103 were with respect 
to “plan year.” 

Since section 2718 of the PHS Act 
uses the term “plan year” without 
specifying whether it means a plan- 
specific year or a generally applicable 
reporting period, several commenters 
requested that we simply clarify its 
meaning. As explained above, we have 
done so. A minority of commenters 
preferred reporting to correspond to the 
effective dates of each health plan, 
arguing that non-calendar year plans 
may have difficulty gathering data on a 
calendar year basis as health plans are 
issued at various times throughout the 
calendar year. However, the calendar 
year reporting method used in this 
regulation was supported by several 
State regulators, health insurance 
issuers and others because it allows 
issuers to combine experiences across 
all policies and will therefore produce 
more uniform and reliable premium. 


claims and cost data. They also 
supported such a calendar-year based 
reporting period because it is consistent 
with current industry financial 
reporting practices, is simpler for 
consumers to comprehend, and allows 
States to get the data at one time. 

“Enrollee." Section 158.103 defines 
the term “enrollee” as “an individual 
who is enrolled, within the meaning of 
45 CFR 144.103, in group health 
insurance coverage, or an individual 
who is covered by individual insurance 
coverage, at any time during an MLR 
reporting year.” The NAIC does not 
define the term “enrollee.” However, we 
believe it is important to clarify that, for 
reporting purposes, “enrollee” refers to 
anyone covered by a group plan, 
including dependents of the subscriber 
or employee, as well as anyone covered 
by an individual policy, despite the fact 
that this term is not ordinarily used in 
the individual market. 

“Small group markef and “Large 
group market.” The reporting 
regulations require in general that 
issuers report data for the large group 
market, small group market, and 
individual market, as that separation of 
data will be required in order to 
calculate the ratios and rebates provided 
for in PHS Act section 2718(b). There is 
currently more than one option for how 
to distinguish the small group market 
and the large group market. The small 
and largo group markets, respectively, 
refer to coverage sold to a “small 
employer” or a "large employer.” The 
determination of whether an employer 
is large or small depends on how many 
employees it has at particular times. 
Prior to the Affordable Care Act, the 
PHS Act defined a small group in terms 
of 2-50 employees, and a large group in 
terms of 51 or more employees, while a 
group with only one employee was 
considered to be in the individual 
market. However, the States were 
permitted to regulate very small groups 
(“groups of one”) in the small group 
market rather than the individual 
market. While most States used the 
statutory definition, several States have 
chosen to regulate these very small 
groups in the small group market. 

Section 1304(b) of the Affordable Care 
Act amended the definitions of large 
and small employer in the PHS Act, 
defining a small employer as 1-100 
employees and a large employer as 101 
or more employees. However, section 
1304(b)(3) of the Affordable Care Act 
also allows States to continue to define 
an employer with up to 50 employees as 
a "small employer” until 2016. 

This interim final regulation provides 
that for purposes of section 2718 of the 
PHS Act, consistent with the provisions 
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in the Affordable Care Act, until 2016 a 
State may continue to provide a 
definition of small group as having a 
maximum of 50 members, and that for 
States that do so, that definition shall 
apply to the MLR reporting and rebate 
requirements set forth in section 2718. 
This regulation does not address the 
definition of the term “small employer” 
as used in ERISA or the Internal 
Revenue Code, or how the definition in 
these statutes interact with the 
definition in the PHS Act for purposes 
other than the MLR provisions in 
section 2718. We anticipate that these 
provisions will be addressed in future 
guidance. 

C. Subpart A — Disclosure and Reporting 
1. Reporting Requirements {§ 158.110) 

Section 2718(a) of the statute requires 
issuers to submit a report to the 
Secretary for each plan year concerning 
information related to earned premiums 
and expenditures in various categories, 
including reimbursement for clinical 
services provided to enrollees, activities 
that improve health care quality, and all 
other non-claims costs. In § 158,110 of 
this interim final regulation, HHS 
requires that the report be submitted to 
the Secretary by June 1 of the year 
following the end of an MLR reporting 
year, This allows issuers to include in 
the report claims for services provided 
during the MLR reporting year that are 
processed and paid in the three months 
following the end of the MLR reporting 
year, as provided In § 158.140(a)(1), and 
gives issuers another two months to 
compile and submit the required data. 
As discussed in sections 4. and 5. 
below, mini-med plans and expatriate 
plans wishing to receive the “special 
circumstances” adjustment discussed in 
those sections would be required under 
§ 158.110(b)(1) to submit data on an 
accelerated schedule. 

The precise form and content of the 
data that issuers must report to the 
Secretary will be announced in a 
subsequent Federal Register notice. It is 
anticipated that the data to be submitted 
will be closely coordinated with the 
data included on the Supplemental 
MLR Exhibit that is filed by issuers with 
State departments of insurance as part 
of their Annual Statement. 

A common practice in insurance is 
the sale or transfer of blocks of policies 
between issuers. This practice creates 
two issues for the reporting 
requirements under section 2718 of the 
PHS Act. Consistent with the NAIC’s 
recommendation, § 158.110(c) requires 
an issuer that has ceded all of the risk 
associated with a block of policies to 
another issuer to exclude any 


experience undrar those policies from Its 
report. As specified in § 158.110(c). the 
issuer acquiring the policies must report 
all of the claims, premium and expenses 
associated with the aojuired policies, 
including claims and costs incurred and 
premiums earned during the MLR 
reporting year by the ceding issuer prior 
to the effective date of the agreement to 
transfer responsibility for the policies. 
The ceding issuer must not include 
experience under these policies in Its 
report to the Secretary. A second 
practice in insurance with implications 
for the reporting requirements under 
section 2718 of the PHS Act is the use 
of so-called “assumption reinsurance” to 
transfer a block of business or group of 
insurance policies from one issuer to 
another. 

2. Aggregate Reporting {§ 158.120) 

Section 158.120 of this interim final 
regulation requires issuers to report 
premium, claims and other expenses for 
all group and individual health 
insurance coverage (as defined above) 
on an a^egate basis by State and 
health insurance market. This follows 
the approach recommended by the 
NAIC. That is, a health insurance issuer 
will submit, for each State in which it 
writes coverage, data on the aggregate 
premiums, claims experience, quality- 
improvement expenditures, and non- 
claims costs it incurs in connection with 
the policies it issues in the large group, 
small group, and individual markets. 
HHS believes that reporting by Slate is 
clearly intended in section 2718 of the 
PHS Act, which allows a Stale to set a 
higher MLR standard than the 80 or 85 
percent required by the statute. 
Reporting by health insurance market — 
i.e., by large group, small group, and 
individual markets— is also required by 
section 2718 of the PHS Act, which 
requires that MLR standards be met for 
each such market. The experience for 
group coverage issued by a single issuer 
that covers employees in multiple States 
must be attributed to the State that 
regulates the insurance contract 
between the employer and the issuer, as 
stated in § 158.120(b) of this interim 
final regulation. Section 158.120(d) also 
(1) specifies how to attribute experience 
related to policies sold through 
associations and trusts, (2) establishes 
special rules that should be followed in 
reporting experience under group health 
insurance coverage offered by multiple 
affiliated issuers in connection with a 
single group health plan that gives 
participants a choice of coverage 
options, and (3) provides for separate 
reporting in 2011 for mini-med plans 
that have a total annual limit of 


$250,000 or less and for expatriate 
plans. 

The aggregation rules adopted in the 
regulation are designed to accomplish 
several objectives. First, the data that are 
reported and subsequently used to 
calculate MLRs and rebates should be 
based on sufficient experience to 
provide a reliable estimate of the 
issuer’s administrative performance and 
pricing strategy. To the extent possible, 
the data used to calculate the MLRs and 
rebates should not simply represent 
unpredictable fluctuations in use of 
services by those covered by the issuer. 
Second, the reported data should reflect 
the responsibility of State insurance 
departments to (1) license issuers to sell 
insurance within a State (and, where 
applicable, to approve the products that 
can be offered in the State by the issuer), 
and (2) exercise oversight over the 
premium amounts that are charged for 
coverage. Third. HHS sought to 
minimize the burden associated with 
reporting MLR data, including the 
quality-improvement expense and non- 
claims costs that would be reported in 
connection with each “aggregation.” 

In developing the regulation, a rule 
was considered that would disaggregate 
products by type of coverage — for 
example, HMO, PPO. and high- 
deductible coverage — even if offered by 
the same licensed issuer. The purpose of 
such a disaggregation would be to have 
the reported MLRs and rebates reflect 
experience under more uniform product 
designs, and to reduce possible 
inequities in the treatment of different 
types of plans. However, disaggregation 
would increase the number of reporting 
aggregations since one licensed issuer 
could have to report multiple 
aggregations, thus reducing the 
reliability of reported experience and 
rebates. HHS agrees with the NAIC and 
has decided against this type of 
disaggregation. In response to the 
Request for Comments, commenters 
generally supported aggregation by State 
and, within State, by the three market 
segments identified in the statute: The 
large group market, the small group 
market, and the individual market. 
Consumer advocacy groups generally 
noted that aggregation would tend to 
mask variations in MLRs across 
products, However, other commenters 
noted that aggregation across policies is 
needed to calculate reliable MLRs and 
to reflect the pooling of risk across 
policies or policy forms. After 
considering the arguments presented by 
the commenters, as well as public 
comments submitted to the NAIC, HHS 
decided to follow the recommendations 
submitted to the Secretary by the NAIC 
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and aggregate at the market level within 
each State, for reasons described below. 

a. Attribution to State-of-Issue 

The regulation requires issuers to 
report experience based on the State-of- 
issuc for each policy that it writes. This 
requirement is intended to result in a 
report that describes experience under 
policies whose benefits and premiums 
either are regulated, or could be 
regulated, by a State, since it is at the 
State level that insurance regulation 
occurs. The regulation generally defines 
the State-of-issue based on the “situs” of 
the insurance contract between the 
issuer and the policyholder. HHS 
defines “situs” as the Stale in which the 
contract is issued or delivered as stated 
in the contract. Consistent with NAIC 
guidance, HHS interprets this as the 
State that has primar}' jurisdiction over, 
or governs, the policy. Special rules that 
apply to determining the “situs” of a 
policy marketed to individuals and 
employers through associations or trusts 
are discussed below. 

The NAIC concluded, and the 
Department agrees with its conclusion, 
that the State is the appropriate level of 
geographic aggregation. Regulation of 
insurance has been and continues to be 
primarily the responsibility of States. 
Benefits offered, premiums, and 
marketing activities are all regulated 
under State law. It is the States that 
review and approve rales, and oversee 
solvency, ana rebates are essentially a 
retrospective adjustment or correction to 
premiums. In addition, the statute 
specifically provides an opportunity for 
individual States to adopt loss ratio 
standards that are higher than those 
required by section 2718(b). It also 
allows for State-by-State adjustments to 
the medical loss ratio standard when 
justified by potential destabilization in 
the individual market. Applying State- 
level and State-specific MLR standards 
would be difficult if experience were 
aggregated across States that may have 
different MLR standards. Adopting the 
State as the basic unit of geographic 
aggregation will make the reports 
submitted under section 2718 more 
meaningful to the exchanges. The 
Department agrees with the NAIC 
determination and has decided not to 
aggregate the experience of a single 
issuer across States. A rule that would 
permit aggregation of experience across 
issuers with common ownership was 
also considered. Under such a rule, the 
experience of all issuers owned by a 
common holding company or corporate 
group would be combined. Aggregation 
across such affiliated issuers would 
have two possible advantages: It would 
increase the total experience used to 


prepare the report, thereby increasing 
the reliabili^ of the data for smaller 
issuers; and it would combine similar 
coverage provided in the same market 
by two related companies. However, 
aggregation across affiliated issuers 
might also combine the experience of 
issuers oiTering dissimilar coverage or 
that use different pricing policies. HHS 
has concluded, as did the NAIC, that 
reporting should not be done at the level 
of the holding company in this interim 
final regulation. 

In response to both the April request 
for information notice and the NAIC’s 
solicitation of comments, extensive 
comments were received from issuers, 
regulators, and consumers. In general, 
comments received from regulators and 
consumers supported ag^gation at no 
higher than the Stale level. The reasons 
given for State aggregation included 
consistency with the statute, greater 
meaningfulness of Slate-level 
information to consumers and 
purchasers, consistency with the 
responsibility of the States for 
regulation of issuers and oversight of 
insurance premiums, and the 
calculation of rebates that appropriately 
reflect the relationship between 
premium and claims experience. Many 
health issuers also recommended 
aggregation at the State level, although 
some recommended aggregation at the 
national level for coverage sold to large 
employers. Advocates of aggregation at 
a national level pointed to the greater 
reliability of reported loss ratios when 
based on the experience of the 
combined national enrollment of an 
issuer and, in the case of large group 
coverage, the use of experience rating 
for national or regional employers, and 
the complexity of allocating certain 
expenses, particularly Federal taxes, to 
experience within a single State. Several 
comments addressed aggregation at a 
geographic region smaller ^an a State. 
Reasons identified for regional 
aggregation within a State included 
claims of geographic variations within 
States of utilization and expenditure 
patterns and differences across issuers 
in geographic adjustments that are used 
to set premiums. 

The NAIC considered the arguments 
made for different approaches to 
geographic aggregation, including the 
issues related to multi-State level 
employers, and decided that aggregation 
should be at the State level. HfK agrees 
with and adopts the NAIC’s approach. 
As discussed previously, particularly as 
to the individual and small group 
markets, State a^regation is most 
consistent with the requirements of the 
statute, particularly provisions 
permitting State-level exceptions to the 


minimum loss ratio, and will result in 
information that is more meaningful to 
consumers. In addition, aggregation at a 
national level would preclude States’ 
flexibility to set higher MLR standards 
as prescribed in the Affordable Care' Act. 
Aggregation at tlie State level will also 
ensure value for their health care dollars 
for consumers in every State. 

Some issuers have expressed concern 
that the reporting and rebate 
requirements recommended by the 
NAIC, and adopted in this regulation, 
would disadvantage large or multi-slate 
employers, including those with a small 
number of employees in one State and 
a larger presence in another. This 
regulation does not require these 
businesses to change the manner in 
which they operate, and accommodates 
issuers that provide coverage to such 
employers in a number of ways. 

First, where an issuer insures 
employees of a business located in 
multiple States, the NAIC recommended 
and HHS agrees that MLR reporting 
should be based on the “situs of the 
contract.” Under this approach, 
incorporated in this regulation, the 
premiums and claims experience 
attributable to employees in multiple 
States are combined and reported by the 
issuer in the MLR report for the State 
identified in the insurance policy or 
certificate as having primary 
jurisdiction over the policy — often the 
headquarters of the company. This 
avoids separating the experience of 
employees from a single company in 
multiple States. 

Second, the NAIC recommended, and 
HHS adopts, combined reporting across 
affiliates for “dual contracts.” Under 
these types of insurance contracts, a 
single group health plan obtains 
coverage from two affiliated issuers, one 
providing in-network coverage, and a 
second affiliate providing out-of- 
network benefits to the plan. The 
experience of these two affiliated issuers 
providing coverage to a single employer 
can be combined and reported on a 
consolidated basis as if it were entirely 
provided by the in-network issuer, This 
maintains the experience of employees 
in a single reporting entity. 

Thirdly, where affiliated issuers offer 
blended insurance rates to an 
employer — rates based on the combined 
experience of the affiliates serving the 
employer — the NAIC recommended and 
HHS agrees that the incurred claims and 
expenses for quality improving 
activities can be adjusted among 
affiliates to reflect the experience of the 
eiMloyer as a whole. 

Taken together, these provisions 
recommended by the NAIC and adopted 
by HHS are a reasonable 
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accommodation of the needs of 
affiliated issuers and the multi-state 
employers for which the issuers provide 
coverage. 

b. Attribution to Health Insurance 
Markets Within States 

The interim final regulation requires 
issuers to report experience within a 
State for each of the three markets 
referenced by the statute: The 
individual market, the small group 
market and the large group market. 
Experience under a health insurance 
policy or certificate is to be attributed to 
the individual market if the policy is not 
offered in connection with a group 
health plan, as defined by the PHS Act. 

In response to the April request for 
information notice, HHS received 
extensive comments on a separate 
aggregation question: Whether to 
combine the small group and individual 
markets. In general, comments 
supported separate reporting for the 
individual, small group, and large group 
markets. Concern was expressed that 
merging any of these markets would 
lend to conceal differences in medical 
loss ratios and perpetuate the pricing of 
individual or small group policies to 
achieve a medical loss ratio 
substantially below the minimums 
specified in the statue. On the other 
hand, HHS received comments from 
both regulators and industry supporting 
the consolidation of the Individual and 
small group markets, and some 
comments recommended giving issuers 
the option of combining or not 
combining the individual and small 
group markets. Consolidated reporting 
could increase the reliability of reported 
loss ratios by reflecting a larger base of 
experience. However, it could also 
deprive consumers in one of these 
markets of the value of the statutory 
MLR standard. 

The NAIC, in its model regulation, 
permits an issuer to combine the 
individual and small group markets for 
purposes of calculating the MLR rebate 
if the State in w'hich the coverage is 
issued requires that the two markets be 
combined for rating purposes. HHS 
adopts this approach. This exception is 
consistent with section 1312(cK3) of the 
Affordable Care Act, which allows a 
State to require the merger of the 
individual and small group markets. 
Under such a merger, risk is pooled 
between individuals and small groups, 
and it would be appropriate to base 
rebates on the combined experience in 
the two markets. While we agree with 
this approach, it is important that the 
experience of the small group and 
individual markets be reported 
separately even if experience is 


combined for purposes of calculating 
the MLR, for a number of reasons. The 
statute allows the Secretary to adjust the 
MLR percentage in the individual 
market of a State if the Secretary 
determines that the application of the 80 
percent MLR may destabilize the 
individual market in that State. Also, 
the law stat^ that the Secretary may 
adjust the MLR “if the Secretary 
determines appropriate on account of 
the volatility of the individual market 
due to the establishment of State 
Exchanges.” In onier for the Secretary to 
make these determinations, reporting of 
data for the individual market is 
needed. Separately reported data will 
also enable HHS to evaluate the impact 
of the MLR standards on the market, 
consumers, and the industry, and to 
consider making changes to the interim 
final regulation as appropriate based on 
actual experience. 

HHS has considered the arguments 
made for different approaches to 
aggregation across markets. It has 
decided to follow the recommendation 
to the Secretary submitted by the NAIC 
and require separate reporting of 
experience by the three markets. 

c. Associations or Trusts 

The aggregation rules, in § 158.120(d), 
adopts the NAiC’s approach and also 
provide guidance for insurance coverage 
offered through associations or trusts. 
Under the definition of “group health 
insurance coverage.” only coverage 
offered to individuals through 
associations or tmsts that are offered in 
connection with a group health plan 
should be attributed to the group 
market. Coverage obtained through an 
association or trust that is not offered in 
connection vrith a group health plan 
should be attributed to the individual 
market. Although such coverage is 
generally considered to be “group” 
coverage under the conventions of 
statutory accounting, it is to be reported 
as individual coverage consistent with 
the requirements of the PHS Act. This 
is consistent with ERISA's definition of 
group health plan, as incorporated in 
title XXVII of the PHS Act, as well as 
the NAIC’s recommended approach. 
Although such coverage is generally 
considered to be “group” coverage for 
other purposes (for example, the 
conventions of statutory accounting), 
this interim final regulation requires 
non-employment based coverage to be 
reported as individual coverage 
consistent with the requirements of the 
PHS Act. As noted earlier, this interim 
final regulation does not apply to self- 
insured plans, including self-insured 
plans offered through an association or 
trust. 


d. Expatriate Plans 

The NAIC model regulation does not 
address the special circumstances of 
different types of plans, such as 
expatriate plans and plans with low 
annual limits, commonly called “mini- 
med” plans. However, in a letter dated 
October 13, 2010 to the Secretary of 
Health and Human Services, the NAIC 
expressed its opinion that expatriate 
plans should be excluded from the 
requirements of section 2718. HHS has 
considered the NAiC’s views, as well as 
the public comments received by HHS 
and by the NAIC regarding these types 
of plans. Expatriate policies generally 
cover: Employees working outside their 
country of citizenship: employees 
working outside of their country of 
citizenship and outside the employer’s 
country of domicile; and citizens 
working in their home country. Their 
unique nature results in a higher 
percentage of administrative costs in 
relation to premiums than plans that 
provide coverage primarily within the 
United States, for two reasons. One, 
administrative costs are related to 
identifying and credentialing providers 
worldwide in countries with different 
licensing and other requirements from 
those found in the United States, 
processing claims submitted in various 
languages that follow various billing 
procedures and standards, providing 
Iranslation and other services to 
enrollees, and helping subscribers locate 
qualified providers in different 
countries. Two, because these plans 
primarily cover care in other countries, 
issuers are less able to provide quality 
improving activities. 

We note initially that some expatriate 
plans are not subject to the provisions 
of the Affordable Care Act, including 
the MLR reporting and rebate provisions 
of section 2718. Policies issued by non- 
U.S. issuers for services rendered 
outside of the U.S. are not subject to the 
Affordable Care Act, Therefore, jf an 
expatriate policy is written on a form 
that was not filed and approved by any 
State insurance department, or its 
equivalent, experience under that policy 
would not be reported for purposes of 
calculating an issuer’s MLR. 

HHS agrees with the NAIC that 
expatriate policies that are issued by 
U.S. domestic issuers on forms 
approved by a State insurance 
department have special circumstances 
that should be addressed in this interim 
final regulation. Therefore, the 
experience of these expatriate policies is 
to be reported separately from other 
coverage, as provided in § 158.120(d)(4). 
and the calculation of claims and 
quality improving activities is to be 
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multiplied by a factor of two, as 
provided in § 158.221(b). HHS believes 
that this factor is sufficient to account 
for the special circumstances of 
expatriate plans, while still requiring 
that they meet the statutory MLR 
standards. However, because HHS 
thinks additional data is necessary to 
inform this adjustment, this special 
circumstance adjustment applies for 
2011 only. Also, in order to determine 
whether, and if so what type of, an 
adjustment may be appropriate for 2012, 
expatriate plans that wish to avail 
themselves of this special circumstances 
adjustment in §158.221(b){4] for 2011 
will be required to report MLR data on 
a quarterly schedule under § 158.110(b). 
We will revisit the special filing 
circumstances for expatriate plans after 
reviewing the quarterly filings. 

e. “Mini-med” Plans 

HHS has received requests from 
issuers of so-called mini-med plans to 
be exempted entirely from the MLR and 
rebate provisions of section 2718. The 
term “mini-med” plan does not have a 
statutory basis, and we use it here to 
generally refer to policies that often 
cover the same types of medical services 
as comprehensive medical plans but 
have unusually low annual benefit 
limits, often capping coverage on an 
annual basis for one or more benefits at 
$5,000 or $10,000, although some have 
limits above $50,000 or even $250,000. 
Our analysis of this segment of the 
insurance market suggests that a largo 
majority of such plans have limits at or 
below $250,000. As discussed below, 
we therefore are using this figure as a 
proxy for capturing this type of plan. 

Issuers of mini-med plans assert that 
their administrative costs are higher as 
a percentage of the premium collected 
than is the case for plans having higher 
annual limits and thus a higher 
remium base. They assort that they 
ave special administrative burdens 
because the populations they serve 
generally have high turnover rates. This 
high turnover rate may also result in 
lower claims costs. Mini-med plans are 
also less likely to spend as much on 
quality improving activities because of 
their lower annual limits. Both of these 
factom would result in administrative 
costs being a higher percentage of 
premium dollars than for plans with 
higher amounts of coverage. These 
issuers therefore ask that mini-med 
coverage be exempted entirely from the 
requirements of section 2718, and have 
indicated that in the absence of an 
exemption some may no longer be able 
to offer coverage. Some consumer 
grotips have disagreed, suggesting that 
mini-med plans have higher profit 


margins than do traditional plans with 
significantly higher limits and should 
not be exempt the MLR standards. 
The Blue Cross and Blue Shield 
Association sent a letter to Secretary 
Sebelius on November 1, 2010 in which 
it urged that HHS not grant “any MLR 
exceptions for particular companies or 
product types.” However, an issuer, 
which according to company materials 
has a relationship with the Blue Cross 
and Blue Shield system and provides 
coverage to at least one large employer, 
asserted that the company would be 
forced to drop this coverage without an 
exemption. 

The application of the Affordable Care 
Act to mini-med plans has already 
arisen in the context of restrictions on 
annual benefit limits under section 2711 
of the PHS Act. HHS has established a 
process under which certain health 
plans with annual limits below those 
established in the interim final 
regulation implementing section 2711 
may be granted a temporary waiver from 
the application of higher limits if 
compliance with the standards would 
result in a significant decrease in access 
to benefits or a significant increase in 
premiums. See 26 CFR 54.9815~2711T: 
29 CFR 2590.715-2711:45 CFR 147.126; 
and OCIIO Sub-Regulatory Guidance 
(OCirO 2010-1). September 3. 2010. 

Data from the applications for waivers 
described above suggest that over one 
million individuals have coverage in 
mini-med plans. There are little 
publicly available data on these plans 
because current financial reporting to 
the States does not separate mini-med 
experience from other experience on 
which issuers report. 

HHS is concerned about the 
possibility of the over one million 
individuals who have coverage through 
mini-med plans losing that coverage. 
Based on this concern and the limited 
data that indicate mini-med plans may 
have a higher percentage of 
administrative costs due to lower claims 
and quality improving activities, HHS 
has decided to exercise its authority in 
section 2718(c) to “take into account the 
special circumstances of smaller plans, 
different types of plans, and newer 
plans.” 

Therefore, for the reporting year 2011, 
HHS will apply a methodological 
change to address the special 
circumstances of mini-med plans. The 
mini-med issuers, for policies that have 
a total of $250,000 or less in annual 
limits, will be permitted to apply an 
adjustment to their reported experience 
to address the unusual expense and 
premium structure of these plans. 
Specifically, under § 158.221{b)(3}, in 
the case of a plan with a total of 


$250,000 or less in annual limits, the 
total of the incurred claims and 
expenditures for activities that improve 
health care quality reported under 
§ 158.221(b) are multiplied by a factor of 
two. We believe this factor is sufficient 
to account for the special circumstances 
of mini-med plans based on the limited 
data available. 

Because little information is available 
to inform this adjustment, this special 
circumstances adjustment applies for 
2011 only. Also, in order to determine 
whether, and if so what type of, an 
adjustment may be appropriate for 2012, 
mini-med plans that wish to avail 
themselves of this special circumstances 
adjustment in § 158.221(b)(3) for 2011 
will be required to report MLR data on 
a quarterly schedule under § 158.H0(b). 
We will revisit the special filing 
circumstances for mini-med plans after 
reviewing the quarterly filings. 

3. Newer Experience (§ 158.121) 

Section 2718(c) specifically charges 
the NAIC with establishing 
methodologies that take into 
consideration the special circumstances 
of newer plans, HHS follows the NAIC’s 
approach in the model regulation, 
which allows an issuer to defer the 
experience associated with newly 
issued health insurance policies under 
certain circumstances. Specifically, an 
issuer may defer to the next MLR 
reporting year the premium and claims 
experience, as well as the life-years, 
associated with policies first issued after 
the start of the MLR reporting period if 
these policies account for more than 
half of the issuer’s experience in a 
market segment for an individual State. 
This condition means that more than 
half of an issuer’s overall premium 
revenue for a market sector within a 
State would have to be from newly 
issued policies that are issued after the 
first of the year. 

The rationale for this provision, as set 
forth by the NAIC and certified and 
adopted heroin by HHS, has two parts; 
(1) The rationale for deferring 
experience under newly issued policies; 
and (2) the rationale for limiting the 
deferral of experience to issuers that 
derive more than half of their premium 
revenue from newly issued policies. The 
rationale for deferring experience under 
newly issued policies is that claims 
experience is generally expected to be 
substantially less than the premium 
revenue from those policies during the 
year in which the coverage is issued. 
This is particularly true for policies 
with substantial deductibles. Applying 
the rebate provision to these policies 
would create a substantial barrier to the 
entry of new issuers into a market. 
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The rationale for allowing the deferral 
of experience only when more than half 
of the premium revenue is derived from 
newly issued policies is twofold. First, 
if newly issued policies account for a 
small percentage of an issuer’s total 
experience in a market, they would have 
a very limited effect on the aggregated 
MLR for an issuer. Second, the principal 
purpose of allowing the deferral of 
newly issued business in the MLR 
calculation is lo reduce barriers to 
market entry. Because claims experience 
is generally low compared to premiums 
under newly issued policies, including 
new business would generally result in 
lowering an issuer’s MLR simply 
because of the new business, Deferral of 
reporting new business encourages 
companies to enter new markets, and 
new companies to enter the market. 

In response to the HHS notice 
requesting public comments regarding 
section 2718 of the PHS Act, HHS 
received comments from issuers, 
consumer advocates, and providers 
urging that special consideration be 
given to newer plans. Reasons for this 
included concern both about the effect 
on the market if newer plans are not 
given special consideration, and about 
the impact on the reliability of reported 
MLRs if newer plans' experience is 
included. HHS agrees with these 
concerns and addresses them by 
adopting, in §158.121, the NAIC’s 
method for recognizing the special 
circumstances of issuers that have 
substantial new business. 

4. Premium Revenue (§158.130) 

Section 2718(a) of the PHS Act 
requires health insurance issuers to 
report information concerning “earned 
premium,” and section 2718(b) provides 
that these reported data would be used 
in determining rebates to enroliees. 
Section 2718(c) charges the NAIC with 
establishing a uniform definition of 
premium revenue, subject to 
certification by the Secretary. HHS is 
adopting the NAIC definition of 
premium revenue, as described below. 

The NAIC defines “earned premium” 
as the sum of all monies paid by a 
policyholder as a condition of receiving 
coverage from a health insurance issuer 
subject to section 2718, including any 
fees or other contributions associated 
with the health plan, and accounting for 
unearned premiums. HHS is adopting 
this NAIC approach in § 158,130{a), and 
these adjustments lo earned premium 
are discussed below. The NAIC calls for 
reporting of premium on a direct basis 
as set forth in § 158.130(a)(1). Earned 
premium is addressed in § 158.130 and 
includes any fees or other contributions 
associated with the health plan. 


Adjustments to premium revenue are 
addressed in §158.130. Unearned 
premium is that portion of the premium 
paid in the MLR reporting year for 
coverage during a period beyond the 
MLR reporting year. Any premium for a 
period outside of the MLR reporting 
year must not be reported in earned 
premium for the MLR reporting year. 
Earned premium is net of premiums 
associated with ^oup conversion 
charges that the issuer collects in 
connection with transfers between 
group and individual lines of business. 
Group conversion charges are the 
portion of earned premium allocated to 
providing the privilege for a certificate 
holder terminated from a group health 
plan to purchase individual health 
insurance without providing evidence 
of insurability. In addition, earned 
premium excludes premium 
assessments paid to or subsidies 
received from Federal and State high 
risk pools. High risk pool subsidies 
include ^ants provided under section 
2745 of the PHS Act. Earned premium 
excludes adjustments for experience 
rating refunds, as provided in 
§ 158.130(b). Experience rating refunds 
are retrospective premium adjustments 
arising from retrospectively rated 
contracts. 

E^ned premium is to be reported 
prior to deducting premium refunds to 
enroliees for health and wellness 
promotion. These refunds are 
considered quality improvement 
expenditures, so they should not be 
double counted as a reduction in 
premium, as provided in 
§ 158.130(b)(4). 

We have adopted the NAIC’s 
approach to assumption and indemnity 
reinsurance, in § 158.130(a)(2) and (3). 
Earned premium for policies that 
originally were issued by one entity and 
later assumed by another entity via 
assumption reinsurance are to be 
reported as direct earned premium by 
the assuming entity and are to be 
excluded from premium revenue 
reported by the ceding entity. Similarly, 
if a block of business was subject to 
indemnity reinsurance and 
administrative agreements effective 
prior to the effective date of the 
Affordable Care Act. such that the 
assuming entity is responsible for 100 
percent of the ceding entity’s financial 
risk and takes on all of the 
administration of the block, then the 
assuming entity and not the ceding 
entity should report the reinsured 
earned premium as part of its premium 
revenue. 

Section 2718 makes specific reference 
to “Federal and State taxes and licensing 
or regulatory fees” in two places: First, 


in the reporting requirements of 
subsection (a) it excludes these items 
from “all other non-claims costs”: 
second, it excludes these costs from 
premium revenue in determining the 
ratio of expenditures on claims and 
activities to improve quality health care 
to premium revenue. For reporting 
purposes, therefore, taxes are excluded 
from “ail other non-claims costs.” and 
are addressed in §§ 158.161 and 
158.162, separate from but immediately 
following the requirements set forth in 
§ 158.160 related to reporting of non- 
claims costs. Taxes arc also discussed in 
the section of this preamble describing 
calculation of the MLR. 

The PHS Act section 2718(a) requires 
reporting of “premium revenue, after 
accounting for collections or receipts for 
risk adjustment and risk corridors and 
payments of reinsurance.” Because this 
language so closely parallels the three 
programs added by the Affordable Care 
Act (the transitional reinsurance 
program established by section 1341; 
the risk-corridor program established by 
section 1342; and risk-adjustments 
under section 1343 of the Affordable 
Care Act), we interpret this requirement 
as applying exclusively to payments 
under those provisions, which are not 
effective until 2014. HHS anticipates 
providing guidance on these provisions 
at a later time. Consistent with the 
statute, §158.130{b)(v) of this interim 
final regulation treats payments and 
collections under these provisions of the 
Affordable Care Act as adjustments to 
premium revenue. 

In response to the HHS notice 
requesting public comments regarding 
section 2718 of the PHS Act, HHS 
received a number of comments from 
the industry regarding premium 
revenue. A few industry comraenters 
recommended adjusting premium 
revenue for the change in unearned 
premium reserves. HHS a^ees that 
changes in unearned premium reserves 
should be reflected in premium 
revenue, and has provided for this in 
§ 158.130(a). A few industry 
commenters recommended adjusting 
premium revenue for commercial 
reinsurance ceded and assumed. HHS is 
not adjusting premium revenue for 
commercial reinsurance (with the 
exception of 100 percent assumption 
reinsurance) because this largely would 
provide a tool for issuers to manipulate 
reported premiums. 

The NAIC considered allowing an 
adjustment to premium for commercial 
stop-loss or similar reinsurance, but 
rejected allowing such adjustments. We 
adopt the reasoning and 
recommendation of the NAIC. The 
argument for allowing such adjustments 
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for reinsurance was that it might 
increase the reliability of the medical 
loss ratio that is used for purposes of 
calculating rebates. However, the NA!C 
concluded that allowing adjustments for 
reinsurance created too much of an 
opportunity for manipulation of the 
reported loss ratio and would require 
extensive and complex regulation of the 
use of reinsurance. An industry 
comrnenter suggested subtracting 
experience rating refunds from premium 
revenue. The NAIC recommended, and 
HHS agrees, that there should be an 
adjustment for experience rating 
refiinds. A consumer advocate suggested 
that total revenue (including investment 
income) be used in place of premium 
revenue, so consumers would know the 
universe of funds available to be spent 
on medical services. However, the 
comrnenter points out — and both the 
NAIC and we agree — that the statute 
instructs issuers to report “premium 
revenue” and not total revenue. 

5. Reimbursement for Clinical Services 
Provided to Enrollees {§ 158.140) 

Section 2718(a)(1) of the PHS Act 
requires reporting of “reimbursement for 
clinical services provided to enrollees 
under such coverage.” The Affordable 
Care Act charges the NAIC with 
establishing a uniform definition of 
reimbursement for clinical services. The 
NAIC defines reimbursement for clinical 
services as direct claims paid and 
incurred claims during the applicable 
MLR reporting year. In this interim final 
regulation. HHS is adopting this NAIC 
approach, at § 158.140. The definition 
and guidance regarding adjustments to 
claims are discussed below. 

The interim final regulation defines 
incurred claims as the sum of direct 
paid claims incurred in the MLR 
reporting year, unpaid claim reserves 
associated with claims incurred during 
the MLR reporting year, the change in 
contract reserves, reserves for 
contingent benefits, the claim portion of 
lawsuits, and any experience rating 
refunds paid or received. Experience 
rating reftinds exclude rebates based on 
an issuer’s MLR, as required by 
§ 158.140. If there are any group 
conversion charges for a health plan, the 
conversion charges should be subtracted 
from the incurred claims for the 
aggregation that includes the conversion 
policies, and this same amount should 
be added to incurred claims for the 
aggregation that provides coverage that 
is intended to be replaced by the 
conversion policies. Incurred claims 
must not include claims recovered as a 
result of fraud and abuse programs, 
Treatment of the amount expended to 
reduce fraudulent claims is discussed 


below in the section regarding quality 
improving activities. Additionally, if the 
issuer transf^ portions of earned 
premium associated with group 
conversion privileges between group 
and individual lines of business in its 
Annual Statement accounting, these 
amounts should be added to or 
subtracted from incurred claims. 

Unpaid claims reserves are included 
in incurred claims. Unpaid claim 
reserves are the reserves for claims that 
were inctmed during the reporting 
period but that had not been paid by the 
date on which the report was prepared. 
To minimize reliance on estimates for 
the amount of the reserve, unpaid claim 
reserves shall be calculated based on 
claims that have been processed within 
three months after the end of the MLR 
reporting year. This claims collection 
period provides a better estimate of 
outstanding liability than the reserve 
established at the end of the MLR 
reporting year. Claims reserves are 
included in incurred claims in order for 
claims to be paid effectively and to 
allow for the insurance company to 
continue operating year after year. 

The NAIC includes the change in 
contract reserves in reimbursement for 
clinical services, and HHS has followed 
this approach. The NAIC and this 
interim final regulation define contract 
reserves as reserves that are established 
which, due to the gross premium 
pricing structure at the time of issue, 
account for the value of the future 
benefits that at any time exceeds the 
value of any appropriate future 
valuation of net premiums at that time. 
In the early years of a new product 
being introduced, reserves are 
established to cover losses in the future, 
but as reserves are drawn down to cover 
current losses the amount collected 
from reserves will be deducted from 
claims. An issuer may establish contract 
reserves to reduce the need to increase 
premiums for a newly introduced 
product as the experience under that 
policy matures. As a policy matures, the 
reserves that were set aside in the 
beginning of the policy’s existence are 
used to cover claims that are incurred in 
the future. 

Contract reserves must not include 
premium deficiency reserves. Premium 
deficiency reserves are reserves that are 
established when premium is no longer 
adequate to cover losses. They are 
excluded because contract reserves 
would provide for these future losses 
over time to the extent that such losses 
were anticipated and factored into the 
premiums charged during the reporting 
period. Contract reserves shall not 
include reserves for expected MLR 
rebates. 


Guidance is also provided as to types 
of expenses or revenue that are to be 
treated as adjustments to claims. The 
NAIC recommended that prescription 
drug costs should be included in 
incurred claims and prescription drug 
rebates should be deducted from 
incurred claims. Prescription drug 
rebates are rebates that pharmaceutical 
companies pay to issuers based upon 
the drug utilization of the issuer’s 
enrollees at participating pharmacies. 
We agree with the NAIC that drug 
rebates should be accounted for, and 
under §158.140(b)(l)(i) we treat such 
rebates as an adjustment to incurred 
claims. 

The NAIC allows an adjustment to 
claims for State stop loss, market 
stabilization, and claims/census based 
assessments. HHS agrees that these 
types of expenses should be allowed as 
an adjustment to incurred claims. These 
assessments include: 

(1) Any market stabilization payments 
or receipts by issuers that are directly 
tied to claims incurred and other claims 
based or census based assessments; 

(2) State subsidies based on a stop- 
loss payment methodology: and 

(3J unsubsidized State programs 
designed to address distribution of 
health risks across health issuers via 
charges to low risk issuers that are 
distributed to high risk issuers. 

The NAIC also considered but 
rejected the inclusion of an adjustment 
to incurred claims for so-called “large 
claim pooling” as a moans of reducing 
the need for and magnitude of 
credibility adjustments, NAIC rejected 
large claim pooling for two reasons. 
First, it would not have not addressed 
the needs of issuers that either are not 
part of a holding company or company 
group or that are operate in a single 
State. Second, it would require 
extensive and complex regulations and 
close oversight. We have accepted the 
NAIC’s recommendations. 

Incurred medical incentive pools and 
bonuses to incurred claims are also 
allowed as an adjustment to incurred 
claims, and this is reflected in 
§ 158,140(b)(2)(iii) of the interim final 
regulation, Medical incentive pools are 
arrangements with providers and other 
risk sharing arrangements whereby the 
reporting entity agrees to either share 
savings or make incentive payments to 
providers. These payments may not be 
counted under quality improvement 
expenditures. 

HHS received numerous comments 
from consumer groups, issuers, and 
regulators regarding whether, and to 
what extent, reser\'es should be 
included in incurred claims. A 
consumer advocacy group felt that only 
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paid claims should be used, arguing that 
the use of actual claims paid is 
reasonable because the review is 
historical; this would avoid the 
possibility of issuers gaming the system 
by manipulating reserves. However, 
several issuers and regulators support 
the inclusion of unpaid claims reserves 
in incurred claims. A State regulator 
indicates that the advantage of such 
inclusion is that it deals only with data 
for the one year in which claims are 
incurred, and avoids any distortion due 
to possible errors in the estimate of the 
unpaid claim reserve as of the beginning 
of the year. The disadvantage is that the 
result is unduly influenced by the 
unpaid claim reserve as of the end of the 
year. 

HHS acknoxvledges the consumer 
group concern for the potential that 
reserves can be manipulated, and in 
particular overstated, and can thus 
produce a reported MLR for a given 
calendar year that is higher than the true 
MLR for that year, Nevertheless, over 
the long run such over-reserving for one 
year necessarily results in a reduction, 
or “releasing,” of reserves in future 
years, HHS concurs with the NAIC that 
including contract reserves in claims is 
fair to consumers over the long run, and 
has adopted this approach. 

6, Activities That Improve Health Care 
Quality (§§ 158.150 Through 158.151) 

Section 2718(a)(2) of the PHS Act 
requires health insurance issuers to 
submit an annual report to the Secretary 
concerning the percent of total premium 
revenue that is spent on activities that 
improve health care quality. Section 
2718(c) of the PHS Act directs the NAIC, 
subject to certification by the Secretary, 
to establish uniform definitions of 
activities that improve health care 
quality. In developing the definition of 
a quality improvement activity, the 
NAIC has relied upon section 2717 of 
the PHS Act, HHS concurs with the 
NAIC in this approach and has followed 
the recommendations of the NAIC. 

Section 2717 provides for the 
development of “reporting requirements 
for use by a group health plan, and a 
health insurance issuer offering group or 
individual health insurance coverage, 
with respect to plan or coverage benefits 
and health care provider reimbursement 
structures that — 

(A) improve health outcomes through the 
implementation of activities such as quality 
reporting, effective case management, care 
coordination, chronic disease management, 
and medication and care compliance 
initiatives, including through the use of the 
medical homes model as defined for 
purposes of section 3602 of the Patient 
Protection and Affordable Care Act, for 


treatment or services under the plan or 
coverage: 

(B) implement activities to prevent hospital 
readmissioDs through a comprehensive 
program for hospital disdiaige that includes 
patient-centered education and counseling, 
comprehensive distdiaige planning, and post- 
discharge reinforcement by an appropriate 
health care professional; 

(C) implement activiti^ to improve patient 
safety and reduce medical errors through the 
appropriate use of best clinical practices , 
evidence-based medicine, and health 
information ^hnology under the plan or 
coverage; and 

(D) implement wellness and health 
promotion ac^vities. 

The NAIC model regulation contains 
definitions of activities that improve 
health care quality that track the 
categories set forth in section 2717, 

After considering the NAIC’s 
definitions, and public comments 
thereon, HHS has decided to certify and 
adopt them. In addition, the NAIC 
provided examples to illustrate 
activities that qualify as quality 
improving activities and these are also 
certified and adopted in totu in this 
interim final regulation. Finally, the 
NAIC designated certain activities as not 
qualifying as quality improving, and we 
certify and adopt these exclusions as 
well. 

As recommended by the NAIC. this 
interim final regulation allows a non- 
claims expense incurred by a health 
insurance issuer to be accounted for as 
a quality improvement activity only if 
the activity fells into one of the 
categories set forth in section 2717 and 
meets all of the following requirements: 

(1) It must be designed to improve 
health quality; 

(2) It must be designed to increase the 
likelihood of desired health outcomes in 
ways that are capable of being 
objectively measured and of producing 
verifiable results and achievements; 

(3) It must be directed toward 
individual enrollees or incurred for the 
benefit of specified segments of 
enrollees or provide health 
improvements to the population beyond 
those enrolled in coverage as long as no 
additional costs are incurred due to the 
non-enrollees; and 

(4) It must be grounded in evidence- 
based medicine, widely accepted best 
clinical practice, or criteria issued by 
recognized professional medical 
associations, accreditation bodies, 
government agencies or other nationally 
recognized health care quality 
organizations. These criteria are 
recommended by the NAIC in its model 
regulation. 

In this interim final regulation HHS 
recognizes that some quality 
improvement activities may be what are 


sometimes referred to as “population- 
directed” and may not involve face-to- 
face interaction between an employee of 
the health insurance issuer (or a 
contractor of the issuer) and the 
enrollee. However, such activities must 
be directed to identified segments of the 
issuer’s enrollees. The issuer must be 
able to measure the level of engagement 
with these enrollees in addition to 
tracking the effectfs) of these activities 
on health outcomes in this population 
through a process that is well defined, 
well developed, and utilized. 

Any quality improvement activity that 
results in cost savings to an issuer 
should not, by itself, cause expenditures 
on that activity to be classified as non- 
quality improving expenditures, if they 
meet the criteria set forth in this interim 
final regulation. However, if the activity 
is designed primarily to control or 
contain costs, then expenditures for it 
may not be included as a quality 
improvement activity, as provided in 
§ 158.150(d). This approach follows the 
NAIC's model regulation. 

As many quality improvement 
activities are fluid in nature, they may 
properly be classified in more than one 
quality improvement activity category. 
However, following the 
recommendation of the NAIC, the 
interim final regulation does not permit 
issuers to count any occurrence of a 
quality improvement activity more than 
once, as explained in § 158.170(a). 
Moreover, shared expenses among 
related entities as well as expenses that 
are for or benefit lines of business or 
products other than those being 
reported, including self-funded plans, 
must be apportioned among the entities 
and among the lines of business or 
products. For example, a quality 
improvement program that is developed 
and implemented for self-funded plans 
and fully insured plans must be pro- 
rated among the lines of business, and 
the portion of expenditures for the 
program that are for the self-funded 
plans may not be included in quality 
improvement activities reported under 
section 2718(a) of the PHS Act. 

The NAIC recommended, and HHS 
adopts in its entirety, the list of 
activities that are not to be reported as 
a quality improving activity. Section 
158.150(c) sets forth types of activities 
that are not to be reported as a quality 
improvement activity. These include: 

(1) Those activities which are 
designed primarily to control or contain 
costs; 

(2) Concurrent and retrospective 
Utilization Review; 

(3) Fraud Prevention activitie.s 
(beyond the scope of those actiiutios 
which recover incurred claims): 
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(4) Development, execution, and 
management of a provider netvirork; 

(5) Provider credentialing; 

(6) Marketing expenses; 

(7) Costs associated with calculating/ 
administering individual enrollee or 
employee incentives; 

(8) Clinical data collection without 
any subsequent data analysis; 

fo) Establishment and/or maintenance 
of a claims adjudication system; and 

(10) 24-hour customer service/or 
health care professional hotline 
addressing non-clinical member 
questions. 

HHS requested public comments 
regarding the types of activities that 
would improve the quality of health 
care. Numerous consumer advocacy 
groups, issuers, Stale regulators, and 
other interested parties responded with 
various suggestions as to the type of 
activities that should be included in the 
definition of quality improving 
activities. 

Many issuers and interest groups 
advocated for a broad definition for 
“quality improving activities” that 
allows for future innovations. However, 
numerous providers and consumer 
advocacy groups asserted that HHS 
should develop a definition for ‘quality 
improving activities’ that is not so broad 
that issuers may improperly classify 
administrative activities as improving 
quality. Several commenters also 
advocated for a definition that requires 
issuers to clearly articulate the activity's 
purpose and to provide detailed 
accounts of the underlying activity with 
measurable evidence as to the effects of 
the activity on the quality of care 
received by enrollees. 

This interim final regulation provides 
a set of criteria in § 158.150 which 
issuers must comply with in order for 
the activity in question to be treated as 
improving quality. The definition, or 
foundational criteria, of a quality 
improvement activity should be specific 
enough so as to provide clear guidance 
without overly prescribing acceptable 
activities and possibly stifling future 
innovative quality improving activities; 
the NAIC’s definition which we have 
adopted achieves these goals. 

Numerous consumer groups 
advocated for a definition that includes 
only evidence-based quality improving 
initiatives, and excludes alleged quality- 
improving activities that have not been 
demonstrated to improve quality. Some 
consumers and providers want issuers 
to provide specific data illustrating the 
success of a proposed quality improving 
measure prior to HHS acknowledging 
the validity of such am activity. Issuers 
argue, however, that imposing a specific 
data requirement prior to engaging in a 


quality improvement activity will stifle 
development in future innovations, as 
data demonstrating the effectiveness of 
such activity may not yet be available. 

The NAIC recommended and HHS 
agreed that, as provided in §158.130, a 
quality improvement activity is 
“grounded in evidence-based medicine, 
widely accepted best clinical practice, 
or criteria issued by recognized medical 
associations, accreditation bodies, 
government agencies, or other 
nationally recognized health care 
quality organizations.” This interim 
final regulation further requires any 
proposed quality improving activities to 
be designed to improve the quality of 
care received by an enrollee and capable 
of being objectively measured (taking 
into account the individual needs of the 
patient) and of producing verifiable 
results and achievements. While an 
issuer does not have to present initial 
evidence proving the effectiveness of a 
quality improvement activity, the issuer 
will have to show measurable results 
stemming from the executed quality 
improvement activity. 

A consumer advocacy group called for 
issuers to be required to spend a 
specified percentage of premiums on 
preventive and health-lifestyle 
promotional activities. Several 
interested parties, including issuers, 
other interest groups and providers, 
asserted that capping or limiting quality 
improvement initiatives would deter 
issuers from engaging in such activities. 
Issuers further commented that although 
these types of activities “add value to 
the health care system,” issuers would 
be deterred from engaging in such 
activities if HHS limited the amount an 
issuer could spend on quality improving 
activities. 

The Affordable Care Act does not 
dictate the amount an issuer must 
expend on quality improving activities, 
nor did the NAIC make a 
recommendation in this regard, nor does 
this interim final regulation. Section 
158.150 requires that a quality 
improvement activity be provided by an 
issuer or through a third party to whom 
it del^ated such responsibilities by 
contract in connection with which the 
issuer remains ultimately responsible 
for tlie underlying insurance policy. In 
calculating its MLR, an issuer may 
allocate any percentage of its expenses 
to quality improvement activities, so 
long as the activities comply with the 
criteria established under § 158.150. 

Some industry groups argued that 
network fees associated with third party 
provider networks should be classified 
as quality improving activities, because 
they increase enrollees’ access to 
providers. Consumer groups argued that 


these fees are traditional administrative 
expenses which should not be classified 
as improving quality, While HHS agrees 
that administrative expenses such as 
network fees should not be counted as 
quality improving, some traditional 
administrative activities can qualify as 
quality improving if they meet the 
criteria set forth in § 158.150. For 
example, expenses for prospective 
utilization review and fraud recovery 
activities up to the amount of fraudulent 
claims recovered may be classified as 
expenses for quality improving 
activities. Prospective utilization review 
is considered a quality improving 
activity because it is rendered before 
care is given and can help ensure that 
the most appropriate medical treatment 
is given in the most appropriate setting. 
In contrast, the network fees associated 
with third party provider networks do 
not stem from a quality improving 
activity and therefore only count as an 
administrative expense. 

Issuers pointed out that the recovery 
of fraudulently paid claims reduces 
their MLR. They argued, therefore, that 
costs of preventing and discovering 
fraud should be counted as a quality 
improving activity: otherwise, there 
would be a reduced incentive to incur 
these costs. We agree with this concern. 
The NAIC model regulation addresses 
this concern by allowing fraud recovery 
expenses as a quality improving activity 
expense up to the amount of fraudulent 
claims recovered. This treatment would 
help mitigate whatever disincentive 
might occur if fraud recovery expenses 
were treated solely as non-claims and 
non-quality inroroving expenses. We 
adopt the NAIC's approach. 

HHS also adopts the NAIC’s 
recommendation to exclude the 
conversion of International 
Classification of Disease code sets from 
ICD-9 to ICD-10 as a quality 
improvement activity with the following 
ualification. As a general matter, the 
evelopment and maintenance of claims 
adjudication systems arc not designed 
primarily to improve the quality of care 
received by an individual and, 
therefore, are not classified as a quality 
improvement activity. However, there is 
general recognition that the conversion 
to ICD-10 will enhance the provision of 
quality care through the collection of 
better and more refined data. The 
difficulty is in parsing expenses 
associated with ICD-10 conversions that 
may be solely “development and 
maintenance of claims adjudication 
systems” as opposed to those that are 
uniquely conversion costs. As with 
some other reporting categories defined 
in this regulation, little public data 
currently exist to guide decision making 



220 


Federal Register/Vol. 75, No. 2 30 /Wednesday, December 1, 2010/Rules and Regulations 74877 


regarding this distinction. Although the 
NAIC excluded these costs as a quality 
improving activity, the NAIC 
supplemental forms allow for the 
collection of data relating to the 
conversion for the calendar year 2010 
that will be reported in 2011. HHS 
intends to examine the reported 
conversion costs along with other 
quality activity costs and other 
administrative costs in the NAIC 
supplemental form in 2011 to determine 
whether the policy in this regulation 
should be revisited. HHS solicits further 
comments on whether ICD-10 expenses 
should be included as a quality 
improving activity. 

Health Information Technology 
fSecfjon 158.151). Section 158.151 of 
this interim final regulation provides 
guidance on the use of Health 
Information Technology (“HIT”) in 
conjunction with quality improving 
activities. Although HIT is not 
specifically addressed in section 2718(a) 
of the PHS Act, it is addressed in other 
provisions within the Affordable Care 
Act, and HHS has determined that it is 
important to address HIT’S role in 
quality improvement activity. HHS 
recognizes HIT as its own separate 
category of quality improving activities, 
provided that the use of HIT meets 
certain requirements. In doing so, HHS 
has followed the approach of the NAIC, 
HIT offers providers, issuers and 
patients the capability to share clinical 
infonnation in a real-time setting. Any 
HIT expenditure that is attributable to 
improving health care, preventing 
hospital readmissions, improving 
patient safety and reducing errors, or 
promoting health activities and wellness 
to an individual or an identified 
segment of the population, is classified 
as a quality improvement activity. HIT 
resources that are designed to improve 
the quality of care received by an 
enrollee include the provision of 
electronic health records and patient 
portals, as well as the monitoring, 
measuring, and reporting of clinical 
effectiveness measures. As indicated in 
§158.151, HIT expenses that are 
consistent with Medicare/Medicaid 
meaningful use requirements may be 
treated as an expenditure to improve 
health care quality. This treatment of 
HIT is also recommended by the NAIC. 

7. Other Non-Claims Costs {§ 158.160) 
The report required by section 2718(a) 
of the PHS Act must include 
information on expenditures for “all 
other non-claims costs, including an 
explanation of the nature of such costs, 
and excluding Federal and State taxes 
and licensing or regulatory fees.” “Other 
non-claims costs” refers to expenditures 


that are not i^ed to adjust premiums, 
incurred claims, or activities that 
improve quality care. HHS interprets 
this to mean that issuers must account 
for the use of all premium revenue, not 
just claims expenses and expenses to 
improve quality. The NAIC includes in 
these non-claims mepenses sales 
expenses, gents’ and brokers’ fees and 
commissions, other taxes, community 
benefit expenditures, and general 
administrative expenses. HHS supports 
the NAIC approach to defining non- 
claims cc^ts and has followed it in 
§ 158.160 of this interim final 
regulation. For example, direct sales 
salaries and work force salaries and 
benefits should be allocated as non- 
claims coste unless a specific position 
can be directly correlated with an 
activity that improves health care 
quality, as defined in this regulation. 
The NAIC’s inclusion of “other taxes” as 
non-claims expenses does not refer to 
taxes that section 2718(a) of the PHS Act 
excludes from “all other non-claims 
costs” and which section 2718(b) allows 
to be excluded from premium revenue. 
Rather, “other taxes” refers to taxes that 
may not be excluded from premium 
revenue, such as taxes of a foreign 
country and sales taxes (excluding State 
sales taxes) if an issuer does not exercise 
the option of including such taxes with 
the cost of goods and services produced. 
Another type of expense included in 
non-claims costs is cost containment 
expenses not included as an 
expenditure related to a quality 
improving activity under § 158.150. 

Notably, in correspondence with 
HHS. the NAIC raised concerns 
regarding the potential impact of this 
regulation on agents' and brokers' fees 
and commissions. Some companies in 
some States may be particularly reliant 
on producers to distribute their 
products. Agents and brokers perform a 
range of functions on behalf of 
consumers and companies. In some 
cases, issuers may have entered into 
longer term compensation arrangements 
with agents and brokers which the MLR 
standard may stress. The NAIC 
considered, but declined to incorporate 
in the model regulation, special 
treatment for such expenses in the MLR 
calculations. The NAIC opted instead to 
establish a working group with HHS to 
address the impact of the Affordable 
Care Act on agents and brokers, 
especially during years leading up to 
2014. As discussed below, the potential 
impact of the MLR standard on agents 
and brokers merits rec<^nition. and in 
this regulation the impact of the MLR 
standard on agents and brokers will be 
a factor in considering whether a 


particular individual markets would be 
destabilized. HHS seeks comments on 
the approach taken in this regulation 
and on the issues related to agents and 
brokers during years leading up to 2014. 

Loss adjustment expense is part of 
other non-claims costs that cannot be 
excluded from premium revenue and 
cannot be considered part of 
reimbursement for clinical seivdces to 
enrollees or a quality improving 
activity. Loss adjustment expense is 
referred to as “claims adjustment 
expenses” in the forms the NAIC has 
developed for reporting by issuers. 
Claims adjustment expenses are not 
reported as an adjustment to premium 
revenue or as an adjustment to claims. 
Instead, they are expenses associated 
with claims and are reported as “other 
non-claims costs,” One type of claims 
adjustment expenses is cost 
containment expenses. Such expenses 
reduce either the number of health 
services provided or the cost of such 
services. They may include; Post and 
concurrent claim case management 
activities associated with past or 
ongoing specific care; utilization review; 
detection and prevention of payment for 
fraudulent requests for reimbursement; 
expenses for internal and external 
appeals processes; and network access 
fees to preferred provider organizations 
and other network-based health plans 
(including prescription drug networks), 
and allocated interna! salaries and 
related costs associated with network 
development and/or provider 
contracting. 

Examples of other types of. claims 
adjustment expenses include: 

Estimating the amounts of losses and 
disbursing loss payments; maintaining 
records, general clerical, and secretarial; 
office maintenance, occupancy costs, 
utilities, and computer maintenance; 
supervisory and executive duties; and 
supplies and postage. As previously 
explained, claims adjustment expenses 
are other non-claims costs. 

8. Federal and State Taxes and 
Licensing and Regulatory Fees 
(§§158.161-158.162) 

Section 2718 of the PHS Act requires 
that Federal and State taxes and 
licensing and regulatory fees be 
reported. Section 2718(a) lists these 
expenses as an exclusion from non- 
claims costs. Section 2718(b)(1)(A) 
requires that Federal and State taxes and 
licensing or regulatory fees be excluded 
from the total amount of premium 
revenue when calculating an issuer's 
MLR. Section 2718(b)(l)(B)(i)(II) also 
requires that such taxes and fees be 
excluded from the total amount of 
premium revenue when determining 
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any rebates. However, section 2718 does 
not specifically define what is included 
in Federal and State taxes. 

The NAIC defines Federal taxes as all 
Federal taxes and assessments allocated 
to health insurance coverage reported 
under section 2718 of the fes Act, 
excluding Federal income taxes on 
investment income and capital gains. 
This interim final regulation adopts the 
NAIC recommendation that Federal 
income taxes on investment income and 
capital gains are not taxes based on 
premium revenues, and thus should not 
be used to adjust premium revenues, as 
specified in § 158.162, while all other 
Federal taxes allocated to health 
insurance coverage should be excluded 
from non-claims costs for purposes of 
the report required by section 2718. 
Section 158.162 also makes clear that 
Federal taxes which are excluded from 
non-claims costs are to be excluded 
from premium revenue when 
calculating an issuer’s MLR. 

We have adopted the NAIC’s 
recommended approach to reporting 
Slate taxes and assessments. State taxes 
and assessments that must be separately 
identified and reported to the Secretary 
include: Any industry-wide (or subset) 
assessments (other than surcharges on 
specific claims) paid to the State 
directly, or premium subsidies that are 
designed to cover the costs of providing 
indigent care or other access to health 
care throughout the State; assessments 
of State industrial boards or other 
boards for operating expenses or for 
benefits to sick unemployed persons in 
cpnnection with disability benefit laws 
or similar taxes levied by States; 
advertising required by law, regulation 
or ruling, except advertising associated 
with investments; State income, excise, 
and business taxes other than premium 
taxes; State premium taxes plus State 
taxes based on policy reserves, if in lieu 
of premium taxes; State sales taxes, if 
the issuer does not exercise the option 
of including such taxes with the cost of 
goods and services purchased; and any 
portion of commissions or allowances 
on reinsurance assumed that represents 
specific reimbursement of premium 
taxes. 

The NAIC has interpreted the 
language in section 2718(a)(3) that refers 
to “excluding Federal and State taxes 
and licensing or regulatory fees” from 
non-claims costs as encompassing the 
community benefit expenditures by not- 
for-profit health plans that they are 
required to make in lieu of State and 
Federal taxes. As discussed below, wo 
adopt the NAIC’s approach. 

Under the NAIC’s recommendation, 
“community benefit expenditures” are 
limited to expenditures that the non- 


profit issuer is required to make under 
State law in lieu of State taxes that 
would otherwise apply, or that the 
Federal government requires them to 
make in order to preserve their Federal 
tax exempt status, and that they report 
to the Federal gowmment. The 
proceeds of such expenditures fund 
activities or pre^rams that seek to 
achieve the objectives of improving 
access to health services, enhancing 
public health and relief of government 
burden. 

Under the NAIC's interpretation, 
these mandated community benefit 
expenditures are essentially deemed to 
be the equivalent of State and Federal 
taxes for non-profit issuers for purposes 
of the exclusion in section 2718(a)(3). 
The NAIC recommended that non-profit 
issuers 1^ permitted to report 
community benefit expenditures as a 
deduction from premium revenue, and 
further recommended that they be 
permitted to split such expenditures 
between Federal and State taxes as 
applicable, but not (o report them more 
than once. 

HHS believes that NAIC’s 
interpretation avoids an inequity 
between for-profit and non-profit plans, 
and that it is reasonable to interpret 
community benefit expenditures by 
non-profits that they are required by the 
State or Federal government to make as 
the equivalent of taxes for purposes of 
the exclusion in section 2718(a)(3). 
Thus, in § 158.162(c) and (e), HHS has 
adopted the NAIC’s approach and 
allows such mandatory community 
benefit expenditures by not-for-profit 
plans, made in lieu of income taxes, to 
be excluded from premium revenue to 
the same extent as State taxes. In order 
to implement the NAIC-recommended 

approach that community benefit 
expenditures may be split between 
Federal and State taxes as applicable, 

§ 158.162(e) of this interim final 
regulation provides that the NAIC’s 
approach applies equally to Federal and 
to State taxes, and that community 
benefit expenditures made in lieu of 
income taxes, whether Federal or State, 
may be reported as a deduction from 
premium revenue. 

A commenter representing not-for- 
profit plans asserted that community 
benefit expenditures should be more 
broadly recognized in the MLR 
calculation, and not be limited to the 
amount required to be paid in lieu of 
taxes. This commenter pointed out that 
not all States impose a premium tax, 
that the amount of premium tax varies 
among States, and that the NAIC rule 
would discourage not-for-profits from 
making these contributions to the 
community. 


Although the NAIC did not recognize 
community benefit expenditures beyond 
the amount of taxes that would have 
been paid, we share the concern that the 
MLR standard should not create a 
disincentive for not-for-profits to make 
community benefit expenditures beyond 
those required in lieu of taxes. Thus, we 
invite comments on the proper 
treatment of community benefit 
expenses. 

The NAIC defines and specifies the 
licensing and regulatory fees that must 
be reported and whether they may be 
included as an adjustment to premium 
revenue, In § 158.161, we adopted the 
NAIC approach under which statutory 
assessments to defray operating 
expenses of any State or Federal 
department, and examination fees in 
lieu of premium taxes as specified by 
State law are included in the licensing 
and regulatory fees that may be used as 
an adjustment to premium revenue. 

HHS Ijoiieves that, consistent with the 
Affordable Care Act, examination fees 
under State law should also be included 
as an adjustment to premium revenue, 
and § 158.161 of the interim final 
regulation has such a provision. Fines 
and penalties of regulatory authorities 
and fees for examinations by State and 
Federal departments other than 
referenced above must be separately 
reported, but may not bo used as an 
adjustment to premium revenue. 

9. Allocation of Expenses (§ 158.170) 

Section 2718(a)(3) of the PHS Act 
requires health insurance issuers to 
submit an annual report to the Secretary 
concerning the percentage of total 
premium revenue spent “on all other 
non-claims costs, including an 
explanation of the nature of such costs, 
and excluding Federal and State taxes 
and licensing or regulatory fees.” 
However, section 2718(a) does not 
provide a standardized method for 
allocating such expenditures. Section 
2718(c) directs the NAIC to develop 
definitions and methodologies, which 
are subject to the certification of the 
Secretary, to assist issuers in reporting 
the information stipulated under section 
2718(a). The NAIC’s model regulation 
and this interim final regulation require 
issuers to report their expenses by State 
and by line of business. Section 158.170 
of this interim final regulation addresses 
the allocation of claims and non-claim 
related expenses as well as expenses 
stemming from quality improving 
activities. Issuers operating within the 
individual market, small group market, 
and large group market who also offer 
products, such as Medicare 
supplemental insurance, or services, 
such as administration of group health 



222 


Federal Register/Vol. 75, 


plans, must report and properly allocate 
all related expenses stemming from each 
individual line of business. 

There are several different methods 
for allocating costs incurred by health 
issuers allowable under statutory 
accounting principles. The NAIC mode! 
regulation requires issuers to allocate 
costs consistent with these principles. 
HHS has therefore not prescribed a 
standardized method for allocating costs 
beyond the allocation method 
designated in § 158.170. All costs 
reported by issuers must be allocated 
according to generally accepted 
accounting methods that yield the most 
accurate results and are well 
documented. An issuer’s allocation 
method must illustrate the costs 
associated with a specific activity and 
any resulting effect the activity has had 
on a particular line of business. Section 
158.170(d) further provides that issuers 
must maintain records containing an 
explanation of all incurred expenditures 
allocated as non-claims costs and 
quality improving activities. If the 
expense is related to a specific activity, 
the allocation of such expenditure must 
be on a direct basis. If an expense is not 
easily attributable to a specific activity, 
then the expenses must be apportioned 
based on pertinent factors or ratios, such 
as studies of employment activities, 
salary ratios or similar analyses. Section 
I58,t70(b) provides that any shared 
expenses between two or more affiliated 
entities must be “apportioned pro rata to 
the entities incurring the expense” even 
if the expense has been paid solely by 
one of the incurring entities. 

Each expense that is allocated by an 
issuer for each State in which it is 
licensed to conduct an insurance 
business must be appropriately 
attributed using a generally accepted 
accounting method to each line of 
business in each State, as designated in 
§ 158,170(b}. However, all Federal taxes 
paid by a health insurance issuer must 
DO attributed proportionately and 
appropriately to each State in which the 
issuer reports. While Federal taxes are 
not typically allocated to health 
insurance issuers on a State-by-State 
basis, for purposes of complying with 
the reporting requirements in § 158.310 
all health insurance issuers are required 
to report some percentage of Federal 
taxes paid on their behalf. 

HHS received a number of comments 
regarding allocation issues in response 
to the April Federal Register 
solicitation. Several State regulators and 
issuers noted that issuers currently have 
considerable flexibility in establishing 
and utilizing product and State-by-State 
allocation methods and that such 
flexibility should be maintained. 
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Numerous r^ulatois and issuers also 
advocated for allowing multiple 
methods of approved allocation, 
including the current financial reporting 
requirements provided by statutory 
accounting principles. A few State 
regulators, medical providers and other 
interested parties called for a 
standardized methodology for allocating 
administrative and qtrality improvement 
expenses among States and lines of 
business. !n contrast, issuers stated that 
a revamped reporting methodology 
would be costly, administratively 
burdensome and less efficient in 
distinguishing a subcontractor’s medical 
versus administrative expenses. A few 
industry groups also indicated that HHS 
should not develop an allocation 
methodology that is inflexible and 
inconsistent with current statutory 
accounting requirements and the 
accounting guidance provided under 
generally accepted accounting 
principles. 

The NAIC did not mandate the use of 
a specific methodology for apportioning 
non-claims costs to health insurance 
issuers. Section 158.170 adopts this 
flexible approach and requires health 
insurance issuers to explain how 
premium revenue is used to pay for 
non-claims expenditures (as provided 
for in § 158.160). Health insurance 
issuers are required to allocate their 
non-claims and quality improving 
expenses on a Stale-by-State basis, and 
further allocate such expenses to each 
line of business within a State, as stated 
in § 158.170. If an expense is 
attributable to a specific activity, then 
an issuer should allocate the expense to 
that particular activity. However, if it is 
not feasible for an issuer to allocate such 
expenditure to a specific activity, then 
the issuer must apportion the costs 
using a generally accepted accounting 
method that yields the most accurate 
results. Each reporting health insurance 
issuer must identify in its required 
report under § 158.110 the specific basis 
used to allocate to each State its 
reported expenses, and within each 
State, to each line of business which the 
issuer operates. HHS believes that a 
clear allocation method for all expenses 
stemming from services provided by 
issuers includes allocation to each line 
of business as designated in 
§ 158.170(c). This level of detailed 
expense reporting is crucial in order to 
verify that issuers are properly 
allocating and reporting such expenses. 


D. Subpart B — Calculating and 
Providing the Rebate 

1. Applicable MLR Standard and Slates 
With fligher MLR Standards 
(§§158,210-158.211) 

Section 158.210 mirrors PHS Act 
section 2718(b)(l)(A)(i) and (ii) by 
stating the general requirement that 
issuers must provide their enrollees a 
rebate if their MLR is less than 85 
percent in the large group market or less 
than 80 percent in the small group 
market and individual market. While 
explained in greater detail in 
subsequent sections of Subpart B of this 
interim final regulation, this means that 
issuers must spend at least 85 or 80 
percent, respectively, of each premium 
dollar, as adjusted for taxes and 
regulatory and licensing fees, on 
reimbursement for clinical services 
provided to enrollees and activities that 
improve health care quality. 
Additionally, § 158.210 acknowledges 
that the Secretary may, in her 
discretion, adjust the MLR standard that 
applies in the individual market in a 
State if the Secretary determines, upon 
application by the State, that the 
application of the 80 percent MLR may 
destabilize the individual market in 
such State. The requirements related to 
that statutory provision are delineated 
in Subpart C of this interim final 
regulation. 

Section 158.211 provides that in 
States that have established under State 
law a higher MLR standard than that 
prescribed by section 2718, such higher 
percentage applies to issuers in that 
State and should be substituted for the 
percentages set forth in § 158.210. In 
States that have established, under State 
law, a lower MLR standard than that of 
section 2718, the higher percentage set 
forth in section 2738 applies to issuers. 

2. Calculating an Issuer’s MLR 
{§§ 158.220 Through 158.221) 

The NAIC model regulation addresses 
the calculation of an issuer’s MLR, and 
HHS has certified and adopted the 
NAiC’s uniform definitions and 
methodologies. The NAIC, in its model 
regulation, combines calculating the 
MLR with instructions related to how an 
issuer should aggregate data in certain 
instances, such as in connection with 
employer groups with blended rates, 
newer experience (deferring reporting of 
business with less than 12 months’ 
experience), and other related issues 
such as a credibility, or statistical 
adjustment for smaller issuers. The 
requirements for reporting data and 
handling special circumstances, such as 
group policies with blended rates, mini- 
med plans, expatriate plans, and issuers 
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with newer experience, are set forth in 
Subpart A of this interim final 
regulation. These special circumstances 
are discussed in section II.B of the 
preamble. 

Sections 158.220 and 158.221 of this 
interim final regulation contain the 
instructions for calculating an issuer’s 
MLR for each MLR reporting year for 
purposes of determining whether any 
rebate is owed and, if so, in what 
amount. In the 2013 MLR reporting 
year, an issuer’s MLR is calculated using 
the data for a three-year period, 
consisting of the MLR reporting year 
whose MLR is being calculated, and the 
data for the two prior MLR reporting 
years. Numerous commenters strongly 
support the use of a three year, rolling 
average MLR calculation in determining 
rebates, and some also support 
beginning it with the first MLR 
reporting year, or 2011. One commenter 
questioned whether the three year MLR 
was based on averaging three different 
one-year MLR values or based on 
accumulating experiences over the 
three-year period and calculating an 
MLR for that three-year period. The 
Department adopts the recommendation 
that the data should consist of the 
accumulated experience, rather than the 
average three MLRs. 

For the 2011 and 2012 MLR reporting 
years, there will not be sufficient data 
reported to use a three-year average. The 
NAIC has addressed this in its model 
regulation, and in § 158.220(b}, HHS has 
adopted the NAIC’s approach. For the 
2011 MLR reporting year, an issuer’s 
MLR will be calculated using only the 
data reported for the 2011 MLR 
reporting year. For the 2012 MLR 
reporting year, the data that should be 
used in calculating an issuer’s MLR 
depends in part upon whether the 
issuer’s experience is credible. Credible 
experience refers to whether an issuer 
insures a sufficiently large number of 
lives to be statistically valid, and is 
defined and discussed later in this 
preamble. If an issuer’s experience for 
the 2012 MLR reporting year is fully 
credible, then its MLR for that year is 
calculated using only the data reported 
for the 2012 MLR reporting year. If an 
issuer’s experience for the 2012 MLR 
reporting year is partially credible or 
non-credible, then its MLR is calculated 
using the data reported for both the 
2011 and 2012 MLR reporting years. To 
prevent double counting, an adjustment 
will be made to incurred claims when 
any rebate owed for the 2012 and 2013 
MLR reporting years is calculated using 
data from 2011 or 2012, as provided in 
§ 158.221(b)(1). 

With respect to the issue of which 
portions of the data reported by an 


issuer are to be used to determine the 
numerator of the MLR and which 
portions of the data reported are to be 
used to determine the denominator of 
the MLR, the numerator equals the 
issuer's incurred claims and 
expenditures for activities that improve 
health care quality, and the reporting of 
data for these categories of expenses is 
detailed in §§ 158.140, 158.150 and 
158.151. As discussed above. Section 
158.221(b)(3) provides, for 2011 only, in 
the case of a mini-med plan reporting 
separately under § 158.120(d)(3) and an 
expatriate plan reporting separately 
under § 158.120(d)(4), that Ae 
numerator amount specified in 
§ 158.221(b) shall be multiplied by a 
factor of two. The purpose of this 
adjustment is to recognize the “special 
circumstances” applicable to these plans 
by restating claims and quality 
improvement expense (if any) 
associated with these types of plans so 
that they are commensurate with the 
higher administrative expenses of these 
plans relative to premium. These types 
of plans are discussed at greater length 
under Subpart A. 

The denominator of the MLR equals 
the issuer’s premium revenue minus the 
issuer’s Federal and State taxes and 
licensing and regulatory fees. The 
reporting of data for premium revenue 
is detailed in § 158.130 and the 
reporting of data regarding Federal and 
State taxes and licensing and regulatory 
fees is set forth in §§ 158.161 and 
158.162. Section 2718(b)(1)(A) also 
provides that the total amount of 
premium revenue used for the 
denominator of the MLR shall take into 
account payments or receipts for risk 
adjustment, risk corridors, and 
reinsurance. However, in the reporting 
requirements related to premium 
revenue in § 158.130, the Department 
has provided that the premium revenue 
reported be adjusted for these types of 
payments or expenses. Because these 
issues have been addressed in the cited 
earlier sections of this interim final 
regulation, there is no need to address 
them again in § 158.221 regarding the 
calculation of an issuer’s MLR. 

This interim final regulation also 
provides that an issuer’s MLR must be 
rounded to the nearest one-tenth of one 
percentage point, after dividing the 
numerator by the denominator when 
calculating the MLR. HHS has adopted 
the NAIC’s approach in this regard. 

3. Credibility Adjustment (§§158.230- 
158.232) 

S^tion 2718(c) of the PHS Act 
charges the NAIC with developing 
uniform methodologies for calculating 
measures of the expenditures that make 


up the MLR calculation, and provides 
that “such methodologies shall be 
designed to take into account the special 
circum.stances of smaller plans, different 
types of plans, and newer plans.” To 
address the special circumstances of 
smaller plans, the NAIC model 
regulation allows smaller plans to adjust 
their MLRs by applying a so-called 
“credibility adjustment.” HHS adopts 
this method of “credibility adjustment” 
in §158.230. 

A credibility adjustment is a method 
to address the impact of claims 
variability on the experience of smaller 
plans. All issuers experience some 
random claims variability, where actual 
claims experience deviates from 
expected claims experience. In a health 
plan with a large customer base the 
impact of such random deviations is 
less than in plans with fewer insureds. 
One source of variability is the impact 
of large claims, which are infrequent, 
but have greater impact on financial 
experience than average or typical 
claims. Large claims have a 
disproportionate impact on small plans 
because the higher claim cost is spread 
across a smaller premium base. These 
random variations in the claims 
experience for enrollees in a smaller 
plan may cause an issuer’s reported 
MLR to be below or above the statutory 
standard in any particular year, even 
though the issuer estimated in good 
faith that the combinatiou of the 
premium it projected it would collect 
and the claims it projected would 
produce an MLR that meets the 
statutory standard. 

The credibility adjustment is a 
method to address the problem 
associated with this random variation. A 
credibility adjustment serves to modify 
the reported MLR of an issuer by adding 
to the reported percentage additional 
percentage points in recognition of the 
statistical unreliability of the reported 
number. A number of stakeholders in 
the NAIC proceedings have supported 
credibility adjustments in concept, 
including the American Academy of 
Actuaries and a number of the consumer 
representatives to the NAIC. 

In evaluating the desirability of 
including a credibility adjustment, it is 
important to emphasize that health 
insurance rates are the product of 
assumptions, estimates, and projections, 
and not of calculations based entirely on 
hard data. When an actuary projects that 
the rate it has calculated will produce 
an 80 percent MLR, whether in fact it 
will produce an 80 percent MLR 
depends on whether the assumptions 
the actuary has made — such as those 
concerning the mix of business it will 
attract, the intensity and frequency with 
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which its insureds will use health care 
services, and unit costs — turn out to be 
correct. All things being equal, it is 
more likely that those assumptions will 
turn out to be correct when an issuer 
insures a large number of risks rather 
than a small number. 

Credibility adjustments have 
advantages and disadvantages. Issuers 
benefit from credibility adjustments 
because such adjustments — and thus the 
ability to report a higher MLR than what 
the issuer's MLR would be using the 
methodology that applies to other 
plans — make it less likely that an issuer 
will be required to pay a rebate. For 
consumers, on the other hand, 
credibility adjustments eliminate some 
rebates that would otherwise have been 
paid. 

In general, the smaller the size of the 
insured population whose experience is 
used to calculate the MLR, the more 
variable the reported MLR will be. 
Statistical analysis conducted for the 
NAIC by an independent actuarial 
consulting firm based on historical data 
for companies offering coverage in the 
group and individual markets examined 
the statistical variation that would be 
expected in reported MLR. The 
consultants concluded that if a company 
estimates that its premium will produce 
an MLR of 80 percent, random variation 
would cause the company to pay a 
rebate of: 

• 0.9 percent or more in 1 out of 
every 4 years if it insures 75,000 lives, 

• 2.6 percent or more in 1 out of 
every 4 years if it insures 10,000 lives, 
and 

• 8.8 percent or more in 1 out of 
every 4 years if it insures only 1,000 
lives. 

After extensive analysis and public 
discussion, the NAIC adopted a 
credibility adjustment table designed to 
result in an issuer that charges 
premiums intended to produce an 80 
percent MLR to pay a rebate less than 
25 percent of the time. Toward the 
conclusion of its public proceedings on 
these issues, the NAIC gave some 


consideration to setting the base 
credibility factors so that such an issuer 
would be rwjuired to pay a rebate less 
than ten pweent of the time. The 
credibility factors in that case would 
have been roughly twice as large as the 
factors the NAIC adopted. The argument 
made in favor of making this change is 
that it would reduce the likelihood of 
requiring a plan to pay a rebate simply 
because of chance variation in claims 
experience. However, it would also have 
increased the likelihood that a plan 
setting premiums to achieve an MLR 
that is less than the applicable MLR 
standard would avoid paying a rebate, 
and it would have reduc^ the size of 
the rebates that plans pricing below the 
MLR standard would have to pay. The 
NAIC concluded, and HHS agrees, that 
the credibility factors it adopted more 
equitably balance the consumers’ 
interest in requiring plans that should 
pay rebates to pay rebates against the 
issuers’ interest in minimizing the risk 
of paying rebates as a result of chance 
variations. 

HHS adopts the NAIC credibility 
adjustment methodology in § 158.230. 
The NAIC recommends that the 
credibility factors be evaluated and 
updated as the Affordable Care Act 
reforms are implemented over the next 
several years. HHS concurs with this 
recommendation and notes its intention 
both to monitor the effects of the 
credibility adjustment and, as 
appropriate, to update the credibility 
adjustment method. 

This interim final regulation adopts 
the approach taken by the NAIC by, in 
§ 158.230(c)(3), designating as “non- 
credible” any reported MLR that is 
based on experience ft'om fewer than 
1,000 life-years. Thus. § 158.240(a)(1) 
provides that issuers with non-credible 
experience do not owe rebates because 
there is no valid data to determine that 
the issuer has failed to meet the MLR 
standard. 

This interim final regulation also 
adopts the NAIC’s assumption that 


variations of less than approximately 
one percent are reasonably to be 
expected based on ordinary variation in 
claims experience of very large plans. 
The experience of such plans is “fully 
credible,” and such a plan therefore 
should be required to pay a rebate based 
on its reported MLR. The model 
regulation designates as “fully credible” 
any reported MLR that is based on 
experience from 75,000 or more life- 
years, and this definition is adopted, as 
provided in § 158.230(b)(1) of this 
interim final regulation. 

The NAIC model regulation provides 
that a reported MLR that is based on 
experience ft'om 1,000 to 75,000 life- 
years is “partially credible” and entitled 
to a credibility adjustment, as stated in 
§ 158.230(b)(2) of the interim final 
regulation. The magnitude of the 
“credibility adjustment” for “partially 
credible” aggregations is intended to 
represent the amount by which an 
issuer's reported MLR would be 
expected to vary as a result of random 
variation in claims experience. Under 
the credibility provisions of the NAIC 
model regulation, which HHS adopts in 
§ 158.232 of the interim final regulation, 
the “credibility adjustment” for a 
specific issuer is the product of two 
components: A “base credibility factor,” 
determined by the number of life-years 
of experience used to calculate the 
issuer’s reported MLR; and a 
“deductible factor,” determined by the 
average deductible of the policies whose 
experience went into the reported MLR. 
The credibility adjustment will be 
added to the reported MLR, as provided 
in § 158.221(a), before calculating 
rebates. As stated above, the credibility 
adjustment applies to partially credible 
issuers. 

The base credibility factor 
recommended by the NAIC is based on 
an actuarial analysis of anticipated 
claims experience, The results of this 
analysis are summarized in Table 1, 
below. 
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Table 1: Base Credibility Factors 


Life-Years 

< 1,000 

1,000 

2,500 

5,060 

16,600 

25.000 

50.000 

75,666 


Base Credibility Factor 
Not credible 


8 . 3 ^% 

5.2% 


3.7% 


2 . 6 % 

1 . 6 % 

1 . 2 %' 


0.0% 


The deductible factor recommended 
by the NAIC is also based on the 
independent actuarial consulting firm’s 
analysis. It is intended to recognize that 
the variability of claims experience is 
greater under health insurance policies 
with higher deductibles than under 
policies with lower deductibles. Few 
people incur claims above $10,000, 


which means that high cost claims 
represent a much larger portion of the 
total claims experience in. a higher 
deductible policy than in a lower 
deductible policy. As a result, issuers 
who write a small number of high 
deductible policies are more likely to 
report a low MLR than an issuer who 
covers the same number of lives under 


a low deductible policy, even if the 
premium they establish is set to achieve 
the MLR required by section 2718. 
Therefore, the deductible factor takes 
into account greater variability among 
high deductible plans. The deductible 
factors recommended by the NAIC are 
shown in Table 2. 


Table 2 . Deductible Factors 


Deductible 

""$6 

Deductible Factor i 

Lobd 

$2,500 

1.164 i 

$5,000 

1.402 

$10,000 

1.736 I 


Under the NAIC model regulation, an 
issuer would use the deductible factors 
from Table 2 to determine a deductible 
factor for the average deductible of the 
coverage whose experience was used to 
calculate the reported MLR. The factors 
included in Table 2 were developed by 
the actuarial consultants to the NAIC 
using methods consistent with 
standards of professional actuarial 
practice. 

NAIC methodology uses “linear 
interpolation” to determine life year 
factors for experience between the life 
year categories in table 1. HHS adopts 
this methodology in § 158,230. When 
the number of life-years reported by an 
issuer falls between two numbers on 
Table 1, the base credibility factor is 
calculated by first determining where, 
by percentage of the difference between 
those two numbers, the reported 
number of lives falls. Thus if Issuer X 
reports 4,000 life-years, its number of 
life-years falls 60 percent of the way 
between 2,500 and 5,000. To calculate 
the interpolated adjustment factor it is 


necessary to determine the base 
credibility factor for the number of lives 
60 percent of the way between 2,500 
and 5,000. Therefore, this percentage is 
multiplied by the difference between 
the base credibility factor corresponding 
to the number of life-years on Table l; 
0.60 X (.052 - .037) = .009. To find the 
base credibility factor, this amount is 
then subtracted from the factor 
corresponding to the lower number of 
lives on Table 1. Thus, 0.052 - .09 is 
equal to .043, which is the base 
credibility factor for an issuer covering 
4,000 lives. 

The deductible factor is based on the 
average deductible of all policies whose 
experience is included in the reported 
MLR. When the average deductible is 
greater than $2,500 and is between two 
of the deductible categories shown in 
Table 2, the NAIC model regulation 
calls for the deductible adjustment to be 
calculated by linear interpolation. In 
§ 158.232 of this interim frnal 
regulation. HHS adopts the 
methodology using linear interpolation. 


The NAIC specifies that the number of 
life-years used to calculate the base 
credibility factor matches the number of 
life-years that comprise an issuer’s 
experience as reported under subpart A. 
HHS adopts this approach in § 158.231. 
An issuer’s credibility adjustment for 
the 201 1 MLR reporting year is based on 
the life-years and weighted-average 
deductible for the 201 1 MLR reporting 
year. An issuer's 2012 MLR reporting 
year credibility adjustment is based on 
experience from the 2012 MLR reporting 
year, unless issuer experience for 2012 
is less than 75,000 life-years. In that 
circumstance, the 2012 MLR reporting 
year experience is combined with 2011 
MLR reporting year experience to 
calculate the 2012 credibility 
adjustment. 

An issuer’s credibility adjustment for 
2013 is based on three years’ 
experience, comprised of the current 
MLR reporting year and the two 
previous MLR reporting years. In 2013, 
an issuer is not eligible for a credibility 
adjustment if (1) the MLR (prior to any 
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credibility adjustment) in each of the 
three MLR reporting years was below 
the MLR standard for each year, and (2) 
each of the three MLR reporting years 
included 1,000 life-years or more. This 
exception prevents issuers from 
receiving a credibility adjustment when 
the issuer consistently sets its prices to 
produce an MLR below the statutory 80 
percent MLR standard, 

In responding to HHS’s request for 
comments, many issuers, industry 
associations, and State departments of 
insurance emphasize that to avoid 
requiring issuers to pay rebates due to 
statistical variations, rather than due to 
their underlying pricing and benefits 
structure, it is important to assess MLRs 
on sufficient numbers of lives for 
statistical credibility. Commenters also 
argue that requiring issuers to pay 
rebates when statistical variations lead 
to surpluses (low MLRs) but requiring 
issuers to absorb losses when statistical 
variations lead to losses (high MLRs) 
will lead to product volatility, market 
exit, and inadequate levels of surplus to 
ensure solvency. HHS agrees that 
rebates should be based on the 
underlying premium pricing, rather 
than chance variation in claims 
experience. But as noted above, any 
credibility adjustment can also serve to 
deprive insureds of rebates to which 
they would otherwise be entitled under 
the Affordable Care Act. HHS has 
concluded that the NAIC credibility 
adjustment methodology provides an 
acceptable balance between the interests 
issuers have in not paying rebates when 
a low MLR is the result of ordinary 
variation in claims experience, and the 
interests consumers have in receiving 
rebates when issuers provide coverage 
and establish prices that do not result in 
MLRs, and therefore the value, required 
by the Affordable Care Act. 

4. Rebating Premium if MLR Standard 
Not Met (§ 158,240) 

Section 158.240, subsections (a), (b) 
and (c). delineates the general 
requirement regarding rebates, the 
calculation of the rebate amount, and 
the time frame for payment of any rebate 
that may be due. Section 158.240(a) 
simply provides that if an issuer does 
not meet the applicable MLR standard 
set forth in § 158.210 and, if applicable, 
§158.211, then the issuer must provide 
a rebate to each enrollee unless the 
issuer has loo little experience to 
calculate a reliable MLR. As discussed 
above, because an issuer that has fewer 
than 1,000 covered lives does not have 
sufficiently credible data to determine 
that the MLR standard has not been met, 
a non-credibie issuer is not required to 
pay any rebates. 


Section 158.240 explains the amount 
of the rebate due to enrolled. The 
Affordable Care Act provides a rebate 
that is the amount by which the 
applicable MLR standard exceeds the 
issuer’s actual MLR multiplied by “the 
total amount of premium revenue 
(excluding Federal and State faxes and 
licensing or regulatory fees and after 
accounting for payments or receipts for 
risk adjustment, risk corridom, and 
reinsurance * * *).” This language 
describing premium revenue as the 
premium paid minus taxes and other 
adjustments is the same as statutory 
language describing the denominator of 
the MLR. The NAIC mode! regulation 
matches the statutory methodology, and 
HHS adopts this methodology. 

Therefore, the rebate paid to each 
enrollee is based on the earned 
premium paid by or on behalf of the 
enrollee minus taxes and other 
permissible adjustments. 

The Affordable Care Act requires the 
issuer to “provide an annual rebate to 
each enrollee under such coverage, on a 
pro rata basis.” The NAIC determined, 
and the Department concurs, that this 
requirement is most simply met by 
requiring the rebate returned to the 
enrollee to be proportional to the 
amount of premium paid by or on behalf 
of the enrollee. As noted above, the total 
rebate owed by the issuer is required, by 
statute, to be a percentage of the issuer’s 
total earned premium. An individual 
who was covered by an issuer for only 
three months would have paid 
substantially less than an individual 
who was covered by the issuer for the 
entire MLR reporting year. It would be 
unfair to pay both individuals the same 
dollar rebate. Similarly, an individual or 
group that purchases coverage from the 
issuer that has a higher deductible but 
lower premium should not receive the 
same dollar rebate as an individual or 
group that paid a higher premium for a 
product with a lower deductible. The 
rebate paid to a policyholder or enrollee 
would be based upon the amount of 
premium paid minus taxes and other 
permissible adjustments, multiplied by 
the amount by which the issuer MLR is 
below the applicable MLR standard; the 
result is the actual rebate. 

For example, take an issuer who owes 
a five percent rebate to its enrollees in 
the individual market. An enrollee may 
have paid $2,000 in premiums for the 
MLR reporting year. If the Federal and 
State taxes and licensing and regulatory 
fees that may be excluded from 
premium revenue as provided in 
§§ 158.161(a). 158.162(a)(1) and 
158.162{b)(l} are $150 for a premium of 
$2,000, then the issuer would subtract 
$150 from premium revenue, for a base 


of $1,850 in premium. The enrollee 
would be entitled to a rebate of five 
percent of $1,850, or $92.50. 

Section 158.240(d) requires issuers to 
provide any rebates that are due no later 
than August 1 following the end of the 
MLR reporting year. Since the report is 
due by June 1 of the year following the 
MLR reporting year, this allows issuers 
two full months (a) to provide any 
rebate that may be due, (b) for the group 
market, to notify their employer clients 
to arrange for the distribution of the 
rebates, if applicable, and (c) to prepare 
and send the notice of rebate that is 
required by §158.250. 

5. Form of Rebate (§ 158.241) 

While the NAIC model regulation 
does not specifically address some of 
the administrative details of section 
2718(b)(1)(A) of the PHS Act, which 
requires an issuer offering group or 
individual health insurance coverage to 
provide an annual rebate to each 
enrollee if the issuer’s MLR is less than 
the statutory minimum, the NAIC 
advisory group’s proposals in this 
regard have been adopted. The statute 
does not specify the particular form of 
rebate that is to be provided to 
enrollees. For example, must the rebate 
be provided in the form of cash or 
check, or may it be provided through a 
credit to premium? Does the 
requirement differ based on whether the 
enrollee to whom a rebate is owed is a 
current or former enrollee? Section 
158.241 of this interim final regulation 
addresses the method by which an 
issuer must provide any rebate owing to 
enrollees and the issuer has the choice 
as to form of the rebate for then-current 
enrollees but not for former enrollees, 
who must receive an actual payment. 

Several commenters addressed the 
administrative expenses involved in 
distributing rebates. Although the NAIC 
model regulation does not specifically 
address the form in which an issuer 
must disburse rebates, an NAIC advisory 
group suggested that an issuer should be 
able to choose whether to disburse 
rebate payments to current enrollees as 
a premium credit or a cash lump sum. 
The NAIC advisory group also proposed 
that an issuer should have to disburse 
rebate checks to former enrollees. HHS 
considered the comments it received 
and has concluded that the proposals 
made by the NAIC advisory group may 
reduce the administrative burden felt by 
an issuer in providing rebates to its 
enrollees. 

Section 158.241(a) of this interim 
final regulation thus states that an issuer 
may choose to provide current enrollees 
with a rebate in the form of a premium 
credit (i.e., reduction in a premium 
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owed), lump-sum check, or, if an 
enrollee paid by credit card or debit 
card, by lump-sum reimbursement to 
the same account that the enrollee used 
to pay the premium, We believe that 
this ensures that enrollees receive any 
rebate owing while giving issuers the 
ability to provide the rebate in a way 
that has the least administrative burden. 
If an issuer chooses to provide a 
premium credit to a recipient, the issuer 
must apply the full amount of the rebate 
owing to the first premium due on or 
after August 1. If the rebate exceeds the 
amount of the first premium due on or 
after August 1, the issuer must apply 
any overage to succeeding premium 
payments until the entire rebate has 
been credited. With respect to rebates 
owing to former enrollees. § 158.241(b) 
requires the rebate to be made in a 
lump-sum, but allows an issuer the 
flexibility to provide it by check or 
using the same method that was used 
for payment of the premium, such as 
credit card or debit card. Regardless of 
the method used to pay rebates, all 
enrollees eligible for rebates must be 
notified as required by § 158.250. 

5. Recipients ofRebates (§158.242) 
Section 2718(b) requires an issuer to 
provide a rebate to each enrollee on a 
pro rata basis if the issuer has not met 
the applicable MLR standard. However, 
it does not prescribe how rebates must 
be distributed. This interim final 
regulation establishes methods for 
distributing rebates that are efficient and 
cost-effective, and that ensure that 
enrollees receive any rebate to which 
they may be entitled. 

llic NAIC, in an Issue Resolution 
Document on which it did not vote, 
discussed that the rebates should be 
provided to the group policyholder and 
that the group policyholder should be 
advised that enrollees may have a claim 
to some or all of the rebate to the extent 
that they have contributed to the 
premium. Numerous commenlers also 
suggested that any rebate should go to 
the company or person who actually 
paid the premium, and not to the 
enrollee. They point out that under a 
group policy the employer often pays a 
portion, or even all, of the premium. In 
addition, when an employee pays a 
portion of the premium, it is generally 
the employee and not every enrollee in 
the employee’s family who makes 
payment. This concept applies in the 
individual market as well; it is often one 
family member who pays the premium 
on behalf of all enrollees in the family. 
The Department agrees with the NAIC’s 
and the commenters’ concerns, A 
technical reading of section 
2718(b)(1)(A) requires that the rebate 


shall be provided “to each enrollee 
under such cover^e, on a pro rata 
basis.” However, the purpose of the 
section 2718 is to ensure that value is 
achieved for the premium paid. It would 
frustrate the purpose of the section to 
deprive those who actually paid 
premiums of the rebate, and to instead 
provide a windfall to those who did not 
pay premiums with the “value” that was 
returned by the issuer. Consistent with 
the NAIC discussion, HHS therefore 
interprets this provision as requiring 
any rebate be provided on a pro rata 
basis to the person or entity that paid 
the premium on behalf of the enrollee. 
This requirement is addressed in 
§158.242. 

Several comments HHS received in 
response to its April request for 
information pertaining to this regulation 
also pointed out that group 
policyholders may be in a better 
position to determine the rebate amount 
each individual enrollee should receive. 
They suggested that issuers be permitted 
to pay rebates to group policyholders for 
distribution to enrollees. The 
Department agrees that group 
policyholders and subscribers are in a 
better position than issuers to fairly 
distribute rebates to individual enrollees 
given that it is the group policyholders 
and subscribers, and not the issuers, 
who know the extent to which the 
enrollees made the original premium 
payments. However, the statute 
provides that it is the issuer’s obligation 
to provide the rebate, if any. 

HHS has adopted an approach which 
satisfies both the statutory requirement 
that an issuer provide any rentes and 
the practical reality that group 
policyholders and subscribers are in a 
belter position to distribute any rebates. 
Section 158.242 of this interim final 
regulation allows an issuer to enter into 
an agreement with a group policyholder 
to distribute the rebates on behalf of the 
issuer. HHS invites public comment on 
to whom rebates should be paid. 

The regulation specifies Inat, 
regardless of whether an issuer provides 
rebates to enrollees directly or indirectly 
through a group policyholder, an issuer 
must take steps to ensure that each 
enrollee receives a rebate that is 
proportional to the amount of premium 
paid by that enrollee and that the group 
policyholder does not retain more of the 
rebate than is proportional to the 
amount of premium it paid. 

Therefore, this interim final 
regulation allows an issuer to delegate 
its rebate distribution functions to a 
group policyholder, but provides that 
the issuer remains liable for complying 
with all of its obligations under the 
statute and maintains records received 


from the group policyholder 
demonstrating that rebates were 
accurately distributed. 

7. De Minimis Rebates (§ 158.243) 

Although the NAIC model regulation 
does not specifically address de 
minimis rebate payments because the 
distribution of rebates was outside the 
scope of the NAIC’s statutory mandate, 
an NAIC actuarial subgroup suggested 
that issuers should not be required to 
provide rebates in minimal amounts 
that are largely of symbolic value. It 
argued that setting the minimum 
threshold somewhere in the range of $1 
to $20 should be sufficient to avoid 
requiring largely symbolic rebates to 
enrollees. HHS agrees with this 
approach. 

Section 2718(b) is also silent on the 
subject of whether there is a de minimis 
amount below which issuers need not 
pay a rebate to an enrollee. Without a 
minimum threshold, each enrollee 
would receive the rebate owed to him or 
her, but the cost of processing and 
distributing the rebate might be greater 
than the amount of the rebate. 

The Department received several 
comments from issuers and others who 
recommended that HHS set a minimum 
threshold for issuer payment of rebates 
because of this potential for relatively 
high administrative expenses associated 
with the provision of very small rebates. 

We agree that it does not make sense 
for issuers to provide rebates when the 
administrative cost of providing them 
exceeds their value to enrollees. Thus, 

§ 158.243 provides that an issuer need 
not provide rebates when the combined 
dollar amount of a rebate owed to the 
policyholder and subscribers under a 
group policy, or to the subscriber in the 
individual market, is less than five 
dollars per subscriber covered by the 
policy. Five dollars is an amount that is 
commonly used by vStates when setting 
de minirriis levels for issuer refunds. 

Although each de minimis rebate may 
seem insignificant, the aggregate amount 
of such rebates by market type may be 
quite substantial. Thus, consistent with 
the rebate requirements of the 
Affordable Care Act, issuers should not 
be allowed to retain these unpaid rebate 
funds, which belong to enrollees. 
Furthermore, if issuers retained the 
unpaid rebate funds, it would in essence 
lower their MLR. Instead, issuers must 
aggregate the de minimis rebates and 
distribute them in equal amounts to all 
then-current enrollees who receive a 
premium credit. 

8. Unclaimed Rebates (§ 158.244) 

The Affordable Care Act does not 
specifically address the situation of 
rebates being unclaimed. This situation 
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is likely to occur either because an 
issuer has not been able to locate certain 
enrollees, or enroilees have not 
redeemed their rebate payments. 

Some consumer representatives 
recommended that an issuer be required 
to make all reasonable efforts to provide 
a rebate to an enrollee and that an issuer 
be prohibited from keeping any 
unclaimed funds. At least one consumer 
group recommended that such funds be 
directed to a State consumer assistance 
program that has been approved by the 
Department, or if such a program is 
unavailable, to the Department itself. 
Another group recommended that 
rebates for any individuals who cannot 
be located should be applied toward 
reduction of premiums for all 
policyholders in the subsequent plan 
year. 

We agree lhal an issuer should be 
required to make a good faith effort to 
locate enrollees and to distribute to 
them any rebate that is owed. This 
requirement is reflected in § 158,244. 

We also believe that an issuer should be 
prohibited from retaining unclaimed 
rebates. However, unclaimed rebates 
will be subject to relevant Stale law 
provisions. 

9. Notice of Rebates to Enrollees 
(§158.250) 

The Affordable Care Act and the 
NAIC model regulation provide that an 
issuer must provide enrollees with 
rebates if its MLR falls below the 
statutory standard, but neither specifies 
what information should accompany a 
rebate. Section 158.250 of this interim 
final regulation requires issuers to 
provide enrollees with a rebate 
notification along with any rebate chock 
or premium credit. 

There are several reasons fur this 
notification. Enrollees may not 
understand why they are receiving a 
rebate and may not be familiar with the 
significance of the MLR and the rebate 
requirement in the Affordable Care Act. 
Without the information provided by 
this notification, enrollees have no 
explanation as to how rebates are 
calculated. In addition, MLR 
transparency is a way to educate 
consumers and promote informed 
decision-making in the purchasing of 
health insurance. 

The rebate notification must 
accompany the rebate check or be sent 
at the same time as the premium credit 
is applied. The rebate notification must 
include a brief explanation of what an 
MLR is, why the Affordable Care Act 
created the policy (for example, 
increased transparency, incentive to 
lower premiums), and why the enrollee 
is receiving a rebate, It must also 


include the a^mgatc amount of 
premium revenue reported by the issuer 
during the MLR repenting year, the 
issuer’s MLR (taking into amount any 
adjustment allowed by the regulation), 
the required MLR threshold, the 
percentage of premium being rebated, 
and the total amount being paid or 
credited to enrollees, induing the 
amount paid or credited to an employer 
based on its having paid all or a portion 
of the premimn. In addition, the 
notification to cnrellees must explain 
that rebates to cunrent emoilees are 
being provided in the form of premium 
credit, and that rebates to former 
enrollees are being provided either by 
check or in the same form as the 
premium was paid. For example, an 
issuer has the option of reimbursing 
enrollees who paid the premium by 
credit card or debit card by applying the 
rebate amount back to the credit or debit 
card. The form of the rebate notification 
will be established by the Secretary and 
published in guidance. 

HHS is not requiring issuers who do 
not have to provide a rebate to provide 
notification to enrollees about the MLR 
and the fact that no rebate is owed. 
However, issuers who do meet the MLR 
standard may choose to provide such 
notice to their enrollees. 

10. Reporting Rebates to the Secretary 
(§158.260) 

Section 2718(b) of the PHS Act is 
meant to ensure that consumers receive 
value for their premium payments, and 
does so by requiring an issuer that does 
not meet a specified MLR to rebate a 
portion of the premium to enrollees. In 
order to provide for appropriate 
oversight and enforcement for which 
regulations are specifically authorized 
by section 2718(b)(3), HHS needs the 
ability to validate an issuer’s calculation 
and distribution of rebates. Accordingly, 
the interim final regulation prescribes 
certain data retention, data access, and 
reporting requirements. 

Subpart A of this interim final 
regulation requires an issuer to report to 
the Secretary data concerning premium 
revenue, how premium revenue is 
spent, and the various categories of 
expenses that go into determining the 
issuer’s MLR. In Subpart B, the 
Department implements the statutory 
requirement for rebates to enrollees, and 
as part of this implementation, requires 
issuers to report to the Secretary certain 
information re^rding rebates. 

The interim final regulation requires 
issuers to report, for each MLR reporting 
year, information regarding the rebates 
it makes to enrollees. Consistent with 
the reporting requirements in 
Subpart A. § 158.260(b) requires that the 


information reported regarding rebates 
be aggregated by State, and by the large 
group, small group, and individual 
markets within a State. The information 
required includes: 

fl) the number and percent of 
enrollees who receive a rebate; 

(2) the amount of rebates provided to 
enrollees, including a breakdown of 
how much of the rebates were paid to 
policyholders and how much of the 
rebates were paid to subscribers; 

(3) the amount of de minimis rebates 
that were aggregated and a breakdown 
of how they were disbursed to enrollees: 
and 

(4) the amount of unclaimed rebates, 
a description of the good faith efforts 
that were made to locate the applicable 
enrollees. and a description of how the 
unclaimed rebates were disbursed. 

HHS considered several options for 
the timing of reporting the information 
required by § 158.260. In doing so, HHS 
has tried to balance the need for timely 
information and the desire to minimize 
the administrative burden on issuers. 
Almost all of the information required 
by § 158.260 should be available to 
issuers at the time they submit the 
report required under § 158,110 for each 
MLR reporting year. Thus, for that set of 
information, the Department is requiring 
that it be submitted with the report 
required under § 158.110. The amount 
of unclaimed rebates would be the only 
information that would not be available 
to the issuer at the time it reports its 
data for the MLR reporting year, since 
the issuer needs time to make a good 
faith effort to locate former enrollees 
and to know if certain enrollees fail to 
cash their rebate checks. HHS is 
requiring that this information be 
submitted with the report required 
under § 158.110 for the subsequent MLR 
reporting year, 

11. Effect of Rebate Payments on 
Solvency (§158.270) 

Section 158.270 addresses concerns 
expressed in some comments that the 
obligation to pay rebates might cause an 
issuer’s surplus to decline to levels 
threatening its solvency. The NAIC also 
raised concerns about issuer solvency in 
its October 13, 2010 letter to the 
Secretary, issuer solvency is, of course, 
an important consideration and is a 
major focus of State insurance 
regulators. Consistent witli the NAIC’s 
concern, this interim final regulation 
provides, therefore, that the Secretary 
may permit the payment of rebates by 
an issuer to be deferred if the insurance 
commissioner in its State of domicile 
informs the Secretary that the timely 
payment of rebates would cause the 
issuer’s risk based capital (RBC) level to 
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fall to a level that causes concern about 
its solvency. 

Section 158.270 provides that a 
State’s insurance commissioner, 
superintendent, or other responsible 
official must notify the Secretary if the 
payment of rebates by a domestic issuer 
will cause the issuer's RBC level to fall 
below specific regulatory thresholds. 
The State must provide the Secretary 
with the domestic issuer’s RBC reports 
for the current year and the prior two 
years, along with a calculation of the 
amount of rebates that would be owed 
by the issuer. 

Section 158.270 provides that the 
Secretary will review this information, 
along with any other information 
requested from the issuer, and will 
determine whether the timely payment 
of rebates would cause the issuer’s RBC 
level to fall below the specified 
regulatory action level. When the 
Secretary makes this determination, the 
Secretary will provide that the issuer 
must pay these rebates, with interest, in 
a future year in which payment of the 
rebates would not cause the issuer’s 
RBC level to fall below the specified 
regulatory action level 

E. Subpart C—Potential Adjustment to 
the Medico] Loss Ratio for a State’s 
Individual Market 
1. Introduction 

Section 2718(b)(l)(A} of the PHS Act 
establishes MLR standards for insurance 
coverage sold in the individual market, 
the small group market, and the large 
group mancet, For the small group and 
individual markets, the MLR standard is 
80 percent. For the large group market, 
the MLR standard is 85 percent. 
However, if a State sets a higher MLR 
within its State, that higher MLR must 
be met. 

Section 2718(b}(l)(A)(ii) also provides 
that “the Secretary may adjust” the 80 
percent level with respect to the 
individual market of a State “if the 
Secretary determines that the 
application of such 80 percent may 
destabilize the individual market in 
such State.” The PHS Act does not, 
however, define “destabilize the 
individual market” or provide the 
process or criteria for making a 
determination regarding potential 
destabilization of that market. In 
addition, the section does not specify 
the kind or amount of adjustment the 
Secretary may make. 

Subpart C of this interim final 
regulation implements this provision of 
section 2718(b)(lKAKii) by addressing 
these important considerations, and 
adopts the recommendations of the 
NAIC on this issue. It sots forth the 


process by which the Secretary may 
exercise the authority provided under 
section 2718(b)(l)(A)(ii). It also 
establishes the criteria the Secretary will 
apply in deter mining whether to lower 
the MLR standard applicable to the 
individual market in a State. 

2. Subpart C’s Approach and 
Framework 

HHS has received comments from 
many Inlcrested parties regarding the 
application of MLR standards in the 
individual market and the process for 
granting requests to adjust the required 
standard. 

Notably, in an October 13, 2010 letter 
to the Secretary, the NAIC observed that 
the MLR standard “may enhance the 
value of plans for consumers and 
improve carrier accountability for 
spending and pricing decisions.” but 
also that improper application of it 
“could threaten the solvency of insurers 
or significantly reduce competition in 
some insurance markets.” TTie NAIC 
further stated that “the threshold 
consumer protection is ensuring a 
health insurance company is solvent.” 
HHS agrees with the NAIC on the 
importance of maintaining issuer 
solvency. If an insurance company does 
not have enough money to pay claims, 
then any MLR standard becomes 
irrelevant. 

Further, while the focal point of any 
market destabilization analysis must be 
the manner in which any requested 
MLR adjustment may affect consumers, 
as the NAIC points out, consumers have 
numerous interests that extend beyond 
whether they will receive rebates, 
including an interest in multiple health 
insurance options. To that end, this 
interim final regulation adopts the 
recommendation the NAIC Consumer 
Representatives made in an October 25, 
2010 letter to the Secretary, that the 
Secretary “establish a formal process 
that provides ample opportunity for 
consumers and consumer advocate 
input and involvement in determining 
whether and to what extent adjustments 
should be made in any State.” The 
Department believes the 
recommendation by the Consumer 
Representatives should apply to all 
stakeholders, including issuers, agents 
and brokers, health care providers, as 
well as consumers, and has therefore 
established a process by which ail 
stakeholders may provide information 
and input. 

This interim final regulation does not 
require the Secretary to find that 
adherence to the 80 percent MLR 
standard is certain to result in market 
destabilization in order to grant an 
adjustment from it. Nor does it allow the 


Secretary to grant an adjustment in the 
case where market destabilization is a 
remote possibility. Rather, this interim 
final regulation both allows and requires 
an adjustment to a State’s MLR to be 
granted when there is a reasonable 
likelihood that market destabilization, 
and thus harm to consumers, will occur. 

Subpart C establishes the procedure 
and criteria the Secretary will use to 
assess requests to adjust the MLR 
standard that applies in the individual 
market in a Slate. We note that the law 
allows adjustments of the MLR for the 
individual market in a State and does 
not apply to the small group market or 
to the large group market, 

Section 158.301 states the criteria the 
Secretary will apply in considering 
requests to adjust the minimum 
individual market MLR standard 
applicable to a State. Subpart C then 
proceeds to address the four major 
issues that HHS believes are relevant to 
any potential requests for adjustments to 
the statutory MLR standard. The first is 
who may submit a request and the 
duration of such a request. The second 
is the Information the submitter of such 
a request will be required to supply. The 
third is the criteria the Secretary will 
use in making her decision regarding 
the request. The fourth is the process by 
which the Secretary will receive 
information and make her 
determination. Each of those issvies is 
discussed separately below. 

Finally, in its October 13, 2010 letter, 
the NAIC did not recommend a national 
transition, but instead wrote that ‘Svhile 
some states seek national relief from the 
2011 MLR, all states recognize that 
transitional relief may be appropriate for 
some state insurance markets.” 
(Emphasis added.) Commenters in the 
industry have also advocated for a 
“national” transition or “national” relief 
from the MLR standards. As indicated 
above, the Affordable Care Act does not 
contemplate or provide for such relief in 
the context of § 158.301 which, as 
required by section 2718(b)(l)(A}(ii), 
provides for State*specific relief. 

However, it is clear that other sections 
of this regulation do in fact provide for 
national rather than State-specific relief 
from the immediate application of the 
MLR standards, and not just in the 
individual market. The credibility 
adjustments provided for in §§ 158.230- 
158,231 are national in scope and apply 
without regard to State-specific market 
conditions. First, the credibility 
adjustments result in many issuers 
being presumed to meet the MLR 
standards altogether because of their 
small size. Second, the adjustments add 
up to 8.3 percent to an issuer's reported 
MLR for smaller plans that are not 
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presumed to meet the MLR standard 
already. Third, issuers with policies that 
have large deductibles may receive an 
additional adjustment of up to 6.1 
percent on top of the 8.3 percent. Other 
components of the MLR formula, such 
as treatment of expenses for quality 
improving activities and treatment of 
Federal and State taxes, also better 
enable issuers to meet the MLR 
standard. In addition, the process set 
out in Subpart C provides further 
opportunity to modify MLR standards in 
the individual market to address state- 
specific circumstances. The rationale for 
a national transition — which is to 
provide accommodation for issuers to 
meet the MLR standards — we believe is 
satisfied by these many adjustments. 

3. Who May Request Adjustment to the 
MLR and Duration of Request 
(§§158.310-158.311) 

Section 158.310 provides that a 
request for an adjustment to the MLR 
standard for a State must be submitted 
by that State’s insurance commissioner 
or other applicable State official. State 
insurance commissioners have valuable 
local knowledge of their State’s 
insurance market and share a 
responsibility to protect consumers, 
which makes them best qualified to 
attest to the impact of the MLR standard 
on consumers within their State. State 
insurance regulators also often have 
considerable power to compel or 
influence issuers to take steps that may 
reduce the risk of market 
destabilization. 

It is appropriate for three reasons that 
requests tor an adjustment to the MLR 
standard come from State insurance 
commissioners on behalf of the State 
individual insurance market as a whole. 
First, the statute allows such an 
adjustment only for all issuers in the 
individual market in a State; it does not 
allow an adjustment for specific issuers. 
Second, only the State commissioner 
has knowledge of all issuers’ experience 
and market conduct in the State and as 
to any action the State might deem 
appropriate to address any potential for 
market destabilization. Third, State 
insurance commissioners have 
responsibility for protecting the 
interests of the general public, 
policyholders, and enrollees within 
their respective States. 

Section 158.311 provides that a 
request for an adjustment to the MLR 
standard may be for one, two, or three 
MLR reporting years. This permits a 
State to request an adjustment for up to 
three years, as deemed appropriate by 
the Slate, based on the condition of its 
individual health insurance market. 
Allowing for multi-year adjustments, 


when necessary, will provide certainty 
to issuers within the State regarding the 
applicable MLR standard, which in turn 
enhances stability of the market. 

4. Required Infom^tion (§§158.320- 
158.323) 

Subpari. C requires the applicable 
State official to provide the Secretary 
with information on the applicant State 
and the market that is the subject of the 
request. Section 158.323 requests 
contact information for the person 
submitting the State’s request. This 
information is needed because the 
Secretary anticipates working closely 
with individual States regarding their 
requests. 

The re mai ning information requested 
by Subpart C fells into two general 
categories. The first is information about 
how the individual health insurance 
market is organized and functions in the 
State. Section 158.321 requests the 
following structural and operational 
information about the submitting State's 
individual health insurance market: 

■ The State’s current MLR standard 
for the individual market, if any. Such 
an MLR is relevant to determining the 
effect the statute’s 80 percent MLR may 
have in the State. 

■ Any requirements that an issuer 
seeking to withdraw from the State’s 
individual health insurance market 
must meet before doing so. 

■ Any limitations imposed by the 
State on issuers regarding rating based 
on health status. 

■ Mechanisms available in the State 
to provide consumers with options in 
the event an issuer in the individual 
market withdraws from the State, such 
as a guaranteed-issue or issucr-of-Iast- 
resort requirement or a State-operated 
high-risk pool. 

■ Operational and financial 
information about the issuers operating 
in the State’s individual market, 
including the capacity of incumbent 
issuers to write additional business, the 
premiums such issuers charge and the 
benefits they offer, and the amount they 
pay to agents and brokers. 

Notably, in its October 13, 2010 letter 
to the Secretary, the NAIC slated that 
among the factors State regulators 
would consider in making their own 
determinations as to whether 
application of the statutory 80 percent 
MLR standard would destabilize the 
individual market are the “potential 
impact on premiums paid by current 
policyholders,” the “potential impact on 
benefits and cost-sharing of existing 
products,” and “the potential impact on 
consumer access to agents and brokers.” 
This information will assist the 
Secretary in understanding the 


insurance market in the State submitting 
a request and will enable her to better 
address the criteria for assessing the 
request set forth in this subpart. 

The second general category of 
information a State must provide is its 
own assessment of how best to address 
any risk of destabilization through an 
adjustment to the MLR standard. In its 
October 13 letter, the NAIC stated that 
“when recommending to HHS that a 
transitional exception should be applied 
to a state or insurance market, the 
regulator shall also propose a solution to 
the factors on which the 
recommendation is based.” The NAIC 
also sugge.sted that HHS give deference 
to its analysis and recommendations. 
HHS agrees with the NAIC that, just as 
a State commissioner is best qualified to 
request an adjustment to the MLR 
standard, a State commissioner seeking 
an MLR adjustment is also best qualified 
to suggest an appropriate alternative 
MLR standard for each of the reporting 
years for which the State is requesting 
an adjustment. Thus, § 158.322 further 
requires any request for an MLR 
adjustment to estimate the rebates that 
would be paid under the 80 percent 
individual market MLR standard and 
under the alternate proposal a State 
official submits for each year for which 
the State is requesting an adjustment. 

Section 158.320 also provides some 
flexibility in the event certain data are 
unavailable or collection of certain data 
is unduly burdensome. In such 
situations, a State may provide notice of 
this to the Secretary and the Secretory 
may request alternative supporting data 
or move forward with her determination 
on the State’s request without the data 
the State is unable to provide, 

5. Assessment Criteria (§ 158.330) 

Section 158.330 sets forth the criteria 
the Secretary will use in determining 
the risk of destabilization. It does not set 
forth a single test for determining that 
risk, but rather states that the Secretary 
may consider five main criteria in 
assessing such risk. 

The first criterion the Secretary will 
consider, as set forth in § 158.330(a). is 
the number of issuers reasonably likely 
to exit the individual market or cease 
offering specific products in a State 
absent an adjustment to the 80 percent 
MLR and the resulting impact on 
competition in the State. In making this 
determination, the Secretary may 
consider (1) each issuer’s MLR relative 
to an 80 percent MLR, (2) each issuer’s 
profitability and risk-based capital level, 
(3) the requirements and limitations 
within the State with respect to market 
withdrawals, and (4) the number of 
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issuers that may not be required to pay 
rebates pursuant to § 158,240. 

Second, the Secretary may consider 
the number of individual market 
enrollees covered by issuers that are 
reasonably likely to exit the State absent 
the adjustment. All other things being 
equal, the greater the number of 
policyholders in a market who are 
enrollees of issuers reasonably likely to 
exit the market, the greater the 
likelihood of market destabilization. 

Third, the Secretary will consider 
whether, absent an adjustment to the 
MLR standard, consumers may be 
unable to access insurance agents or 
brokers. Access could be restricted if, in 
order to comply with MLR standards, 
issuers reduced compensation to agents 
or brokers to the point where agents or 
brokers were not available to assist 
consumers in finding coverage and 
other options for consumers were 
limited. In its October 13th letter, the 
NAIC noted the important role that 
agents and brokers will play in the next 
four years as markets transition to 
Exchanges, and encouraged HHS to 
“recognize the essential role served by 
producers and accommodate producer 
compensation arrangements in any MLR 
regulation promulgated.” This criterion 
recognizes that role. 

Fourth, the Secretary will consider 
the alternate coverage options available 
within the State for enrollees of issuers 
that are reasonably likely to exit the 
market — or as the NAIC puts it in its 
October 13 letter, she will consider “the 
ability of consumers to find easily 
affordable products in the State should 
their carrier leave the State market.” 
Section 158, 330(d) provides that, in 
assessing alternative coverage options, 
the Secretary will take into account (1) 
any requirement that issuers who exit 
the State's individual market must have 
their block(s) of business assumed by 
another issuer, (2) which issuers may 
remain in the State if the adjustment 
request were denied, and the breadth 
and price of the products offered by 
such issuers, (3) the capacity of 
incumbent issuers to write additional 
business, (4) the mechanisms, such as 
guaranteed-issuo products, an issuer of 
last resort, or a Slate high risk pool, 
available to the State to provide 
coverage to consumers to the extent, if 
any, that issuers withdraw from the 
market, and (5) any authority the 
insurance commissioner might have that 
would help stabilize the State’s 
individual insurance market. 

Fifth, the Secretary will consider the 
impact on premiums charged, the 
benefits offered, and the cost-sharing 
provided to consumers by issuers 
remaining in the market in the event 


one or more issuers were to withdraw 
from the market. For example, 
premiums may rise if the loss of one or 
more issuers reduced competition to an 
extent that allowed remaining issuers to 
increase premiums beyond what 
competitive conditions would have 
allowed. 

Section 158.330 also states that the 
Secretary will considm* any other 
relevant information submitted by the 
State's insurance commissioner, 
superintendent, or comparable official 
in the State’s request. 

6. Process (§§ 158.340 Through 158.350) 

Section 158.340 provides that the 
request for adjustment must be 
submitted in electronic format, and 
§ 158.340(a) provides that all the 
information that Subpart C requires in 
support of a request must be submitted 
electronically. HHS has determined that 
these requirements ene necessary if, as 
the PHS Act envisions and the public 
interest demands. Stale requests for 
MLR adjustments are to be handled as 
expeditiously as possible. Section 
158.340(b) permits a State, solely at its 
option and only if it wishes, also to 
submit to the Secretary a copy of its 
request by regular or express mail. 

Section 158.341 provides that the 
State’s request will be promptly posted 
on the Secretary’s heallhcare.gov 
website. In addition, §158.342 states 
that the Secretary will invite public 
comment upon the request when it is 
posted, and will, when assessing the 
request, consider any comments filed by 
the public within 10 days of that 
posting. Section 158.343 provides that 
any State that submits a request may, at 
its option, hold a public hearing and 
create an evidentiary record with 
respect to its request. If the State does 
so, the Secretary will consider the 
evidentiary record of the hearing in 
making her determination as to the 
State’s request for an adjustment. 

Section 158.344 provides that the 
Secretary may also hold a public 
hearing with respect to a State's request, 
at the Secretary’s discretion. HHS 
believes that a transparent yet 
expeditious process will allow all 
interested parties to provide input while 
satisfying the need to come to a prompt 
determination. 

Once the Secretary determines that 
the request has sufficiently satisfied the 
information required by the interim 
final regulation and the public comment 
period has expired, the Secretary will 
make a determination within 30 days as 
to whether to grant a State’s request for 
an adjustment to the MLR standard. 
Section 158.345 also allows the 
Secretary to extend that 30-day period 


up to an additional 30 days at her 
discretion. The Secretary believes that it 
is in the interests of both issuers and 
consumers in a State to have certainty 
about the applicable MLR for the 
individual market in the State at the 
earliest practicable dale. 

Section 158.350 provides that a State 
submitting a subsequent request for an 
adjustment shall “submit information as 
to what steps the State has taken since 
its initial and other prior requests, if 
any, to increase the likelihood that 
enrollees who have health coverage 
through issuers that are considered 
likely to exit the State’s individual 
market will receive coverage at a 
comparable price and with comparable 
benefits if the issuer does exit the 
market.” 

A State that disagrees with the 
Secretary’s initial decision regarding its 
request for an adjustment to the 
statutory 80 percent MLR standard may 
request reconsideration of a denial if it 
does so in writing within 10 days of the 
initial decision. Section 158.345(b) 
provides that the Secretary will issue 
her determination on the request for 
reconsideration within 20 days of 
receiving the request. Section 158.345(a) 
makes clear that a State may include 
any additional information it wishes in 
support of its reconsideration request. 

The process established in Subpart C 
seeks to give States and interested 
parties full opportunity to present all 
information necessary and helpful to a 
determination of requests for 
adjustments to the statutory 80 percent 
MLR standard while ensuring that 
States and issuers will know as early as 
possible the standard that issuers in the 
State will be required to meet. 

7. Public Comments 

In creating this framework for 
considering a State’s request for an 
adjustment of the MLR for the 
individual market, HHS reviewed and 
took into consideration the public 
comments submitted in response to its 
Notice. Only a relatively few of the 
comments received mentioned the 
authority granted to the Secretary 
regarding potential destabilization in a 
State’s individual market and offered 
suggestions with respect to the process 
and criteria for determining 
destabilization. 

Commenters specifically suggested 
that markets may become destabilized if 
issuers choose to withdraw from the 
market or terminate or materially 
change existing policies. Commenters 
also suggested that markets may become 
destabilized if customers losing 
coverage have insufficient product 
choice or are unable to find new 
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coverage that covers pre-existing 
conditions. The determination whether 
to adjust the MLR standard should, 
commenters suggested, take into 
account guaranteed issue options, 
issuers of last resort, requirements that 
issuers offer individual coverage, and 
eligibility flexibility under State high 
risk pools. HHS agrees that these are 
important considerations, and has 
incorporated into this Subpart 
consideration of both the potential 
causes of destabilization and the 
systems in place that mitigate 
destabilization risks. 

Other commenters suggested potential 
warning signals of market 
destabilization. These included 
volatility in premium rates, decreases in 
issuers’ reported capital levels, 
increases in assumption reinsurance, 
changes in marketing, increases in 
complaints from brokers or consumers, 
declines in insurance coverage, 
increases in applications to State high 
risk pools, and significant changes in 
benefit design. State insurance 
commissioners may wish to further 
comment on these factors and other 
local trends in their requests for an 
adjustment. 

One insurance issuer’s comment letter 
suggested that whether at least 10 
percent of enrollees are impacted by 
exiting issuers or at least 10 percent of 
products are withdrawn from the 
marketplace may be valid criteria for 
determining market destabilization. 
While HHS agrees that market 
destabilization could not occur absent a 
significant impact on consumer welfare, 
HHS believes it is difficult to generalize 
and create a single numeric test given 
the different characteristics of State 
insurance markets, different State laws, 
and different types of issuers. 

As the NAICf Consumer 
Representatives noted in their letter, the 
NAIC addressed market destabilization 
in an "issue resolution document.” That 
document suggested the Secretory 
consider existing State laws and historic 
MLRs in each State. The Secretary seeks 
information regarding existing State 
laws and issuers’ MLRs in order to 
consider them in connection with a 
State’s request for an adjustment of the 
MLR standard in the individual market. 
HHS notes that although State MLR 
standards are, in general, lower than the 
80 percent MLR standard, many issuers 
are currently above both the 80 percent 
MLR standard and the applicable State 
regulatory standard. HHS also received 
comments suggesting that the MLR 
standard in all States be adjusted to 
historic MLR levels and increased to 80 
percent over a three year period until 
2014. The NAIC did not recommend a 


national transition. Inst^d, while 
noting in its Octolwr 13th letter that 
"some states seek national relief from 
the 2011 MLR, all states recogni 2 ^ that 
transitional relief may be appropriate for 
some Slate insiu^ce markets.” 
(Emphasis added.) 

Finally, an NAIC advisory subgroup 
suggested that the Secretary may 
consider State laws and regulations 
regarding cancellation and non-renewal 
of health insurance and the cost to 
issuers of withdrawing from the 
individual health insurance market. 

HHS agrees that in making a 
determination regarding market 
destabilization, alternatives available to 
a State and to an issuer should be 
considered, and has provided that these 
are factors to be considered in assessing 
whether to grant an adjustment to the 80 
percent MLR for a State's individual 
market. 

F. Subparts D-F — HHS Enforcement, 
Additional Requirements on Issuers, 
and Federal GvU Penalties 

Section 2718 of the PHS Act created 
two requirements for health insurance 
issuers. Under section 2718(a) of the 
PHS Act, all health insurance issuers in 
the group and individual markets are 
required to report to the Secretary 
ceiiain data concerning the amount of 
premium revenue as well as the 
amounts spent on clinical care, quality 
improvement activities, and adjusted 
non-claims expenses. Section 2718(b) 
requires the calculation of MLR and 
payments of rebates to enrollees if the 
MLR standard is not met. 

The data that must be reported to the 
Secretary under section 2718(a) of the 
PHS Act are addressed in Subpart A of 
this interim final regulation. The 
calculation of rebates is addressed in 
Subpart B. Subparts D through F of this 
interim final regulation implement 
enforcement authority in section 
2718(b)(3) and provide for enforcement 
of the reporting obligations set forth in 
section 2718(a) and rebate requirements 
in section 2718fb). 

Section 2718(b)(3) of the PHS Act [as 
added by the Affordable Care Act) 
specifically requires the Secretary to 
promulgate regulations to enforce the 
provisions of section 2718. It makes 
HHS responsible for direct enforcement 
of the reporting and rebate provisions of 
section 2718. This interim final 
r^ulation implements this statutory 
mandate. 

Section 2718(a) requires issuers to 
report the data specified directly to the 
Secretary, rather than to the States. HHS 
is thus best situated, consistent with the 
mandate in section 2718(b)(3), to 
directly enforce the requirement that 


data be reported to it. This does not 
mean, however, that the States should 
play no role in enforcement of these 
provisions. 

States are currently responsible for 
solvency and, in many States, rate 
oversight as well. In performing these 
functions, many states collect and 
review data and conduct audits of issuer 
information related to MLRs. In 
addition, some twenty-nine States 
already have experience in regulating 
MLRs either prospectively through rate 
filing or retrospectively through rebate 
requirements. States already receive 
detailed financial reporting from issuers 
for solvency purposes. Finally, section 
2718 of the PHS Act gives States the 
discretion to impose a higher MLR 
standard than that prescribed in section 
2718. Taking all of these factors into 
consideration, together with the 
historical role that States have had in 
regulating insurance, it is appropriate 
for the States to have an oversight role 
with respect to the reporting provisions 
of section 2718(a), even though the 
statute gives HHS direct enforcement 
authority. 

Under the regulation, while HHS is 
responsible for enforcing the reporting 
provisions and for conducting audits to 
test the validity and accuracy of the data 
reported (§ 158.401). HHS may also, in 
its discretion, accept the findings of 
audits conducted by State regulators, so 
long as certain specified conditions are 
mot (§ 158.403). In particular, HHS may 
accept the findings of audits from a 
Slate which report on; 

(1) The validity of data on expenses 
and premiums reported to the Secretary, 
including the appropriateness of the 
allocations of expenses, taxes, and 
revenues used in such reporting; 

(2) Whether the activities associated 
with the issuer’s reported expenditures 
for quality improving activities meet the 
definition of such activities: and 

(3) The accuracy of rebate calculations 
and the timeliness and accuracy of 
rebate payments. 

In addition, in order to accept the 
findings of audits from a State, the 
State's laws must permit the public 
release of the audit findings of health 
insurance issuers and the State must 
submit its audit findings to HHS within 
30 days of finalization and submit all 
preliminary or draft reports within six 
months of the completion of audit field 
work unless the audit findings have 
already been finalized and reported to 
HHS, 

While this interim final regulation 
provides that HHS may accept audit 
findings from a State, it makes clear that 
pursuant to the statutory requirement in 
section 2718(b)(3), HHS is responsible 
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for direct enforcement of the MLR 
reporting and rebate provisions, and 
retains the discretion to conduct its own 
audits of issuers, including in States 
that have acceptable audit programs as 
defined in the regulation. This approach 
recognizes that although States have 
traditionally conducted financial 
examinations for the purpose of 
determining solvency, the type of audit 
needed to assess whether the data 
reported pursuant to section 2718 is 
accurate and valid is quite different. As 
HHS and the States develop greater 
experience and expertise in conducting 
those audits, it is likely that the States’ 
role will increase. 

This interim final regulation sets forth 
the procedure to be followed by HHS 
when it conducts an audit of an issuer 
to determine whether the reports it has 
submitted pursuant to this regulation 
are accurate and valid. The procedure 
set forth is comparable to the 
procedures used by HHS when 
conducting audits of Medicare 
Advantage plans pursuant to 42 CFR 
Part 422. 

This interim final regulation contains 
provisions requiring issuers to retain 
documentation relating to the data 
reported, and requiring issuers to 
provide access to that data to HHS or its 
outside auditors. These provisions are 
intended to make it possible for HHS or 
the relevant State to have access to the 
information needed to determine 
whether the reports submitted are 
accurate and valid. 

Finally, this interim final regulation 
provides for the imposition of civil 
monetary penalties in the event an 
issuer fails to comply with the reporting 
and rebate requirements set forth in the 
regulation. It provides criteria and a 
process for determining whether and in 
what amount such penalties should be 
imposed. While HHS’s intent is not to 
be punitive to issuers, given the 
importance of receiving timely and 
accurate reporting and making 
appropriate rebates, and given the desire 
to bring down the cost of health care for 
consumers as soon as practicable 
following the effective date of the 
Affordable Care Act, this regulation 
strikes a balance between penalties that 
are severe enough so as to encourage 
compliance with the requirements of the 
regulations but not so severe as to be 
punitive. The civil monetary penalties 
provided for are identical to those for 
violations of title XXVII that are set 
forth in the current regulations on 
enforcement, 45 CFR 150,301 etseq. 
They provide for a penalty for each 
violation of SI 00 per entity, per day, per 
individual affected by the violation. 

HHS is interested in public comments 


as to the proper amount or range of 
penalties for violations of various 
provisions of this interim final rule. 

This interim final regulation also adopts 
the provisions in the existing 
enforcement regulation r^^ding factors 
in aggravation and mitigation that HHS 
will take into acosunt in determining 
whether to impose civil monetary 
penalties and if so, in what amount. 

The interim final regulation also 
provides that if a State has assessed a 
penalty against an issuer, then HHS will 
lake that into account in considering 
whether it should assess any penalty for 
violation of the requirements of this 
Part. 

III. Response to Comments 

Because of the large number of public 
comments we normally receive on 
Federal Register documents, we are not 
able to acknowledge or respond to them 
individually. We will consider all 
comments we receive by the date and 
time specified in the DATES section of 
this preamble, and, when we proceed 
with a subsequent document, we will 
respond to the comments in the 
preamble to that document. 

IV. Waiver of Proposed Rulemaking 
and Delay of Effective Date 

Section 2792 of the PHS Act 
authorizes the Secretary to promulgate 
any interim final rules determined to be 
appropriate to carry out the provisions 
of Part A of title XXVII of the PHS Act. 
The provisions of these interim final 
regulation requirements in section 2718, 
and the foregoing interim final rule 
authority applies to this interim final 
regulation. 

In addition, under section 553(b) of 
the Administrative Procedure Act (APA) 
(5 U.S.C. 551 et seq.) a general notice of 
proposed rulemaking is not required 
when an agency, for good cause, finds 
that notice and public comment thereon 
are impracticable, unnecessary, or 
contrary to the public interest. Although 
the provisions of the APA that 
ordinarily require a notice of proposed 
rulemaking do not apply here because of 
the specific authority granted by section 
2792 of the PHS Act, even if the APA 
were applicable, the Secretary has 
determined that it would be 
impracticable and contrary to the public 
interest to delay putting the provisions 
of this interim final regulation in place 
until a public notice and comment 
process was completed. 

Prior notice and comment in this 
situation is impracticable because 
section 2718 of the PHS Act directs the 
NAIC, not later than December 31, 2010, 
and subject to certification by the 
Secretary, to establish uniform 


definitions of the activities reported as 
reimbursement for clinical services, 
activities that improve health care 
quality, and non-claims costs. However, 
the reporting required by section 2718 
of the PHS Act applies to plan years 
beginning not later than January 1, 2011. 
The NAIC transmitted its 
recommendations to the Secretary on 
October 27, 2010, in the form of a model 
regulation. The regulation implementing 
the reporting requirements must be in 
effect on or before January 1, 2011, so 
that issuers, regulators, and consumers 
know what information must be 
reported and how to aggregate it prior to 
the time period which they must report. 
There are fewer than 60 days between 
when HHS would be able to review the 
NAIC's recommendations, certify them, 
and issue an implementing regulation. 

Therefore, we find good cause to 
waive the notice of proposed 
rulemaking and to issue this final rule 
on an interim basis. We are providing a 
60-day public comment period. 

In adaition, the Congressional Review 
Act, at 5 U.S.C. 801(a)(3), ordinarily 
requires that the effective date of a 
“major rule” such as this interim final 
rule be at least 60 days after publication. 
However, under 5 U.S.C. 808(2), this 
delay of effective date may be modified 
when an agency “for good cause finds 
(and incorporates the finding and a brief 
statement of reasons therefore in the 
rule issued) that notice and public 
procedure thereon are impracticable, 
unnecessary, or contrary to the public 
interest,” Specifically, where "good 
cause” is found to waive prior notice 
and comment, the rule may “take effect 
at such time as the Federal agency 
promulgating the rule determines.” 

5 U.S.C, 808. Given the exigencies 
discussed above, and the fact that the 
provisions of this rule apply, by statute, 
on January 1, 2011, we find good cause 
under section 808 to make this interim 
final rule effective on that date. 

V. Collection of Information 
Requirements 

Under the Paperwork Reduction Act 
of 1995, we are required to provide 60- 
day notice in the Federal Register and 
solicit public comment before a 
collection of information requirement is 
submitted to the Office of Management 
and Budget (0MB) for review and 
approval. In order to fairly evaluate 
whether an information collection 
should be approved by OMB, section 
3506(c)(2)(A) of the Paperwork 
Reduction Act of 1995 requires that we 
solicit comment on the following issues: 

• The need for the information 
collection and its usefulness in carrying 
out the proper functions of our agency. 
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• The accuracy of our estimate of the 
information collection burden. 

• The quality, utility, and clarity of 
the information to be collected. 

• Recommendations to minimize the 
information collection burden on the 
affected public, including automated 
collection techniques. 

We are soliciting public comment on 
each of these issues for the following 
sections of this document that contain 
information collection requirements 
(ICRs): 

A. ICBs Regarding MLR and Rebate 
Reporting Requirement (§ 158.101 
Through §158.170) 

This interim final regulation describes 
the information that will be reported by 
health insurance issuers on an annual 
basis to the Secretary starting in 2012, 
and quarterly in 2011 only for certain 
plans. Issuers’ submissions will include 
information regarding reimbursement 
for clinical services, expenditures for 
activities that improve health care 
quality, other non-claim costs, earned 
premiums, and Federal and State taxes 
and regulatory fees, among other data 
elements. Issuers will be required to 
calculate MLRs and rebates as part of 
their submivssion to the Secretary. 

Generally, the data and methodologies 
that the regulation instructs issuers to 
use follow the NAIC 2010 blank, 
approved August 17, 2010 and the NAIC 
MLR model regulation, which was 
finalized on October 27, 2010. Most 
issuers file information with the NAIC 
on a regular basis, in accordance with 
State laws; it is expected that issuers 
who typically file information with the 
NAIC will file the supplemental exhibit 
and the rebate reporting documents that 
the NAIC created in fulfilling its 
mandate in section 2718. We expect the 
NAIC to collect MLR and rebate 
information beginning for plan year 
2010 and to continue collecting such 
data for the foreseeable future. 

HHS's data collection requirements 
described in this interim final regulation 
are very similar to the NAIC’s. One 
exception is that we are requiring health 
insurance issuers who sell expatriate 
plans or mini-med plans to disaggregate 
that business from the rest of their 
business in that market segment and 
report the MLR data separately. As 
discussed above in the impact analysis 
section, HHS estimates that 
approximately 442 entities will submit 
reports for each of the States and 
markets in which they operate; further, 
we estimate that approximately 25 
health insurance issuers will report data 
for expatriate plans and 50 health 
insurance issuers will report data for 
raini-med plans. 


At this time, HHS has not developed 
the MLR and rebate forms that health 
insurance issuers will have to complete 
on an annual basis banning for plan 
years starting January 1, 2011. In 
addition, as describe above, we are 
requiring issuers who opt to separately 
report the expmieace for expatriate 
plans and mini-med plans to submit 
quarterly reports in 2011, so that we can 
better understand these products. We 
will revisit the special filing 
circumstances for expatriate plans and 
mini-med plans after reviewing the 
quarterly filings. We plan to publish the 
instructions and forms that issuers must 
file for all plans in foture guidance. At 
that time we will solicit public 
comments on both the forms the 
estimated burden imposed on health 
insurance issuers for complying with 
the provisions of this interim final 
regulation. The information collection 
requirements associated with 
§§ 158.101-158.170 will become 
effective upon OMB approval. HHS will 
publish a notice in the Federal Register 
notifying the public of OMB approval at 
the appropriate time. 

B. ICRs Regarding Notice of Rebates to 
Enrollees (§ 156.250} 

Within Subpart B of this interim final 
regulation, w© describe the obligation of 
health insurance issuers to calculate and 
pay rebates to consumers in years when 
the issuer’s MLR does not meet the 
applicable minimum MLR threshold. In 
addition, the interim final regulation 
requires issuers to provide information 
to consumers about the rebate they are 
receiving. At this time, HHS has not 
developed the model disclosure 
language for the rebate notice to 
enrollees that issuers will be required to 
send beginning August 1, 2012, based 
upon plan years starting January 1, 

2011. In the near future, HHS will 
publish the model disclosure language 
and will solicit public comment. At that 
time, and per the requirements outlined 
in the Paperwork Reduction Act, we 
will estimate the burden on health 
insurance issuers of complying with this 
provision of this interim final 
regulation. The information collection 
requirements associated with § 158.250 
will become effective upon OMB 
approval. HHS will publish a notice in 
the Federal Register notifying the 
public of OMB approval at the 
appropriate time. 

C. ICRs Regarding Refenf/on of Records 
{§§ 158.501-158.502) 

Subpart E of the interim final 
regulations establishes the Secretary’s 
enforcement authority regarding the 
reporting requirements under section 


2718. Issuers must maintain all 
documents and other evidence 
necessary to enable HHS to verify that 
the data required to be submitted 
comply with the definitions and criteria 
set forth in this interim final regulation, 
and that the MLR is calculated and any 
rebates owing are calculated and 
provided in accordance with this 
interim final regulation. The interim 
final regulation requires issuers to 
maintain all of the documents and other 
evidence for the current year and six 
prior years, unless a longer period is 
required under §158.501. 

We expect all issuers will have to 
retain data relating to the calculation of 
MLRs; we expect only some issuers will 
have to retain information regarding the 
payment of rebates and the notice to 
enrollees. We believe that the burdens 
associated with our record retention 
requirements do not exceed standard 
record retention practices in that issuers 
are already required to retain the 
records and information required by this 
interim final regulation in order to 
comply with the legal requirements of 
their States’ departments of insurance. 
For that reason, we are assigning a 
minimal burden to these requirements. 
We estimate that 442 issuers must 
comply with the aforementioned 
requirements. We further estimate that it 
will take each issuer a total of one hour 
to file and maintain both the data for 
MLR calculations and the information 
regarding payment of rebates and 
notices to enrollees. The total estimated 
annual burden associated with the 
requirements in §§158.501 through 
158.502 is 442 hours at a cost of 
$10,045. 

However, we welcome comments 
regarding the burden associated with 
maintaining the information described 
in subpart E of this interim final 
regulation. 

D. ICRs Regarding State Request for 
MLR Adjustment (§§ 158.301-158.350) 

Subpart C of this interim final 
regulation implements the provisions of 
section 2718(b)(l)(A)(ii). The interim 
final regulation describes the data and 
narratives which States must submit 
that are seeking an adjustment to the 
applicable MLR in the individual 
market for their State. There is no 
standardized application form 
associated with a State’s request. As 
discussed in §§158.321, 158.322, 
andl58.323, the data elements that a 
requesting State must provide include: 

• The applicable State minimum 
required MLR, if any; 

• State individual market withdrawal 
requirements, if any; 
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• Any mechanisms to provide options 
to consumers in case of issuer 
withdrawal: 

• Information on issuers in the State’s 
individual market; 

• The State's proposed adjustment to 
the minimum MLR for the State’s 
individual market; and 

• The contact information for the 
State representative. 

In addition, a State whose request for 
adjustment to the MLR standard has 
been denied by the Secretary may 
request reconsideration of that 
determination. A request for 
reconsideration must be submitted in 
writing to the Secretary within 10 days 
of her decision to deny the State’s 
request for an adjustment, and may 
include any additional information in 
support of its request. 

Based on preliminary data analysis 
and indications by a few States that they 
may apply for an adjustment, the 
Department estimates that 
approximately 20 States will submit 
applications and that it will take 
approximately ten working days for a 
State to complete the application. An 
exact time burden estimate is uncertain 
because some States may have better 
access to the required application 
information elements than others; some 
States may have to seek some of the 
required information from health 
insurance issuers in their Slates, which 
could increase their burden. Some 
States may, if providing the requested 
information is an undue burden, have 
the Secretary consider their application 
without some of the information 
elements. 

The Department estimates that it will 
take a State 04 hours to complete an 
application including gathering data, 
developing data analyses, synthesizing 
information, and developing the 
adjusted MLR threshold. For the 
purposes of this estimate, the 
Department assumes that this 
application will take various 
professional staff approximately 75 
hours (at an average rate of $125 an 
hour), an associate general counsel 10 
hours (at $175 an hour), a senior general 
counsel 5 hours (at $350 an hour), and 
the Commissioner 4 hours (at $450 an 
hour) to assemble and review the 
various components of the application.^ 
The Department estimates that the total 
cost burden associated with the 
submission of a MLR adjustment 
application to be approximately $14,675 


’ Estimates were developed by interviewing two 
former in.surance commissioners, a former 
insurance department actuary, and a former health 
plan employee familiar with the burden of 
submitting financial data to health insurance 
departments. 


per response for a total estimated 
burden of $293,500. 

The Department is soliciting public 
comments for 60 days concerning the 
process described in subpart C of the 
preamble wherry a State may request 
an adjustment of the minimum MLR 
applicable in the individual market. The 
Department has submitted a copy of 
these interim final r^ulations to OMB 
in accordance with 44 U.S.C. 3507(d) for 
review of the information collections. If 
you comment on this information 
collection and recordkeeping 
requirements, please do either of the 
following: 

1. Submit your comments 
electronically as specified in the 
A£H)RESSES section of this proposed rule; 
or 

2. Submit your comments to the 
Office of Information and Regulatofy^ 
Affairs, Office of Management and 
Budget. Attention: CMS Desk Office. 
9998-IFC. Fax: (202) 395-6974; or E- 
mail: OIRA_submission@omb.eop.gov. 
VI. Regulatory Impact Analysis 

A. Summary 

As staled earlier in this preamble, this 
interim final regulation implements 
sections 2718(a) through (c) of the PHS 
Act, which set forth requirements for 
reporting of certain medical loss ratio 
(MLR)*related data to the Secretary on 
an annual basis by issuers offering 
coverage in the individual and group 
markets, and calculating and providing 
rebates to policyholders in the event 
that an issuer’s MLR fails to meet the 
minimum statutory requirements. This 
interim final rule also establishes 
uniform definitions and standardized 
methodologies for calculating MLR* 
related data; provides a process and 
criteria for the Secretary to determine 
whether application of the 80 percent 
minimum MLR threshold may 
destabilize the individual market in a 
given State; and addresses enforcement 
of the reporting and rebate 
requirements. These provisions are 
generally effective for plan yeans 
beginning January 1. 2011. 

The Department is publishing this 
interim final regulation to implement 
the protections intended by Congress in 
the most economically efficient manner 
possible. We have examined the effects 
of this rule as required by Executive 
Order 12866 (58 FR 51735, September 
1993, Regulatory Planning and Review), 
the Regulatory Flexibility Act (RFA) 
(September 19, 1980, Pub. L. 96-354), 
section 1 102(b) of the Social Security 
Act, the Unfunded Mandates Reform 
Act of 1995 (Pub. L. 104-4), Executive 
Order 13132 on Federalism, and the 


Congressional Review Act (5 U.S.C. 
804(2). In accordance with OMB 
Circular A-4, the Department has 
quantified the benefits, costs and 
transfers where possible, and has also 
provided a qualitative discussion of 
some of the benefits, costs and transfers 
that may stem from this interim final 
regulation. 

B. Executive Order 12866 

Executive Order 12866 (58 FR 31735) 
directs agencies to assess all costs and 
benefits of available regulatory 
alternatives and, if regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety 
effects: distributive impacts; and 
equity). 

Section 3(f) of the Executive Order 
defines a “significant regulatory action” 
as an action that is likely to result in a 
nile (1) having an annual effect on the 
economy of $100 million or more in any 
one year, or adversely and materially 
affecting a sector of the economy, 
productivity, competition, jobs, the 
environment, public health or safety, or 
State, local or tribal governments or 
communities (also referred to as 
“economically significant”): (2) creating 
a serious inconsistency or otherwise 
interfering with an action taken or 
planned by another agency; 

(3) materially altering the budgetary 
impacts of entitlement grants, user fees, 
or loan programs or the rights and 
obligations of recipients thereof; or 

(4) raising novel legal or policy issues 
arising out of legal mandates, the 
President’s priorities, or the principles 
set forth in the Executive Order. 

A regulatory impact analysis (RIA) 
must be prepared for major rules with 
economically significant effects ($100 
million or more in any 1 year); and a 
“significant” regulatory action is subject 
to review by the Office of Management 
and Budget (OMB). As discussed below, 
we have concluded that this rule is 
likely to have economic impacts of SlOO 
million or more in any one year, and 
therefore meets the definition of 
“significant rule” under Executive Order 
12866. Therefore, the Department has 
provided an assessment of the potential 
costs, benefits, and transfers associated 
with this interim final regulation. 
Accordingly, OMB has reviewed this 
interim final regulation pursuant to the 
Executive Order. 

1. Need for Regulatory Action 

Consistent with the provisions in 
Section 2718 of the PHS Act, this 
interim final rule requires health 
insurance issuers offering coverage in 
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the individual and group markets to 
provide a rebate to consumers if they do 
not spend a specified portion of 
premium income on reimbursement for 
clinical services (i.e., incurred claims) 
and activities that improve quality. 
Section 2718(a) of the PHS Act 
(captioned “clear accounting of costs”) 
requires health insurance issuers to 
“submit to the Secretary a report 
concerning the ratio of the incurred loss 
(or incurred claims) plus the loss 
adjustment expense (or change in 
contract reserves) to earned premiums.” 
Section 2718(b) of the PHS Act 
(captioned “ensuring that consumers 
receive value for their premium 
payments”) requires issuers to provide 
an annual rebate to each enrollee if the 
ratio of the amount of premium revenue 
expended on reimbursement for clinical 
services and activities that improve 
quality is less than the applicable 
minimum standards, specifies how the 
rebate is to be calculated, and allows the 
Secretary to adjust the 80 percent 
minimum MLR threshold if the 
Secretary determines that applying this 
standard may destabilize the individual 
market in a given State. Section 2718(c} 
of the PHS Act directs the NAIC to 
establish uniform definitions and 
calculation methodologies subject to 
certification by the Secretary. As 
discussed elsewhere in this preamble, 
after considering the NAIC’s 
recommendations, HHS in this interim 
final regulation certiftes and adopts 
them in full. Consistent with Section 
2718(b)(3) of the PHS Act, which 
requires the Secretary to promulgate 
regulations, this interim final regulation 
sets forth the provisions in Sections 
2718(a) through (c) and is needed for 


their implementation to provide rules 
that issuers can use to implement 
effective processes for reporting the 
required data and calculating and 
paying applicable rebates. 

2. Summary of Impacts 

In accordance with OMB Circular 
A-4, Table VI.1 below depicts an 
accounting statement summarizing the 
Department’s assessment of the benefits, 
costs, and transfers associated with this 
regulatory action. The Department 
limited the period covered by the 
regulatory impact analysis (RIA) to 
201 1-2013 Estimates are not provided 
for subsequent years both because there 
will be significant changes in the 
marketplace in 2014 related to the 
offering of new individual and small 
group plans through the exchanges, and 
because there will be statutorily 
required adjustments to the MLR 
formula to account for payments or 
receipts for risk adjustment, risk 
corridors, and reinsurance under 
sections 1341, 1342, and 1343 of the 
Affordable Care Act that are not 
effective until 2014. Those provisions 
require additional regulations that have 
not yet been promulgated. 

The Department anticipates that the 
transparency and standardization of 
MLR reporting in this interim final 
regulation will help consumers to 
ensure that they receive good value for 
their premium dollars. Additionally, the 
inclusion of activities that improve 
quality in calculating the MLR could 
help to increase the level of investment 
in and implementation of effective 
quality improving activities, which 
could result in improved quality 
outcomes and lead to a healthier 


population. The Department estimates 
that issuers' total one-time 
administrative costs related to the MLR 
reporting, record retention, and rebate 
payment and notification requirements 
represent less than 0.02 percent of their 
total premiums for accident and health 
coverage, and their total annual ongoing 
administrative costs related to these 
requirements represent less than 0.01 
percent of their total premiums for 
accident and health coverage. Executive 
Order 12866 also requires consideration 
of the “distributive impacts” and 
“equity” of a regulation. As described in 
this RIA, this regulatory action will help 
ensure that issuers spend at least a 
specified portion of premium income on 
reimbursement for clinical services and 
quality improving activities and will 
result in a decrease in the proportion of 
health insurance premiums spent on 
administration and profit. It will require 
issuers to pay rebates to consumers if 
this standard is not met. As the table 
shows, although we are unable to 
quantify benefits, the transfers (rebates 
from issuers to consumers) could be 
substantial — estimated monetized 
rebates of S0.6 billion to $1.4 billion 
annually. As noted, Executive Order 
12866 requires consideration of 
“distributive impacts” and “equity.” The 
rebates will help insure that issuers 
spend at least a specified portion of 
premium income on reimbursement for 
clinical services and quality 
improvement, resulting in less disparate 
MLRs and value to consumers across 
issuers and States. In accordance with 
Executive Order 12866, the Department 
believes that the benefits of this 
regulatory action justify the costs. 

SILLING CODE 415e-<»-P 
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Table VI. 1 - Accounting Table 

I I I I ] I 

Qualitative: 

* increased transparency relating to portion of premium spent on benefits and quality could help 
policyholders to select higher value coverage 

* increased quality of medical care as a result of increased spending on quality-improving 
activities by issuers 

* improved health as a result of increased spending on medical care by issuers 


Annualized Monetized 
{$milIions/year) 


One-time costs to develop methods for capturing data, and annual costs related to reporting data to 

the Secretary and providing rebate notifications and payments. 

Qualitative: 

* increased spending on quality-improving activities by issuers 

* increased spending on medical care by issuers 

* potential market disruption if some issuers limit plan offerings as a result of the MLR 
requirements (offset, as with all benefits, costs, and transfers, to the extent that States obtain 
adjustments to the MLR due to such potential disruptions) 


1 Transfer; 


Annualized Monetized 633.1 930.8 1,541. 

(Smillions/year) | 2013 I 


Low 

Estimate 

Mid-range 

Estimate 

High 

Estimate 

Year 

dollar 

Discount 

rate 

percent 

Period 

covered 

24.8 

37.4 

57.0 

2010 

7 

2011- 

2013 

23.0 

34.7 

52.8 

2010 

3 

2011- 

2013 


633.1 

930.8 

1,541.8 

2010 

7 

2011- 

2013 

587.4 

863.5 

1,430.4 

2010 

3 

2011- 

2013 


Annual transfer from shareholders or nonprofit stakeholders to enrollees of rebates paid by issuers 
for coverage in the individual, small group, and large group markets that do not meet the 
minimum MLR standards (approximately 2.8 million to 9.6 million enrollees could receive rebates 

each year) 

Qualitative: 

* savings for consumers and reduced profit for issuers 


KLLmG CODE 41S0-0>^ 
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3. Qualitative Discussion of Anticipated 
Benefits, Costs and Transfers 

The medical loss ratio (MLR) is an - 
accounting statistic that, stated simply, 
measures the percentage of total 
premiums that insurance companies 
spend on health care and quality 
initiatives, versus what they spend on 
administration, marketing and profit. In 
the following sections, we discuss some 
of the anticipated benefits, costs and 
transfers associated with the Affordable 
Care Act MLR requirements, 

a. Benefits 

In developing this interim final 
regulation, the Department carefully 
considered its potential effects 
including both costs and benefits. 
Because of data limitations, the 
Department did not attempt to quantify 
the benefits of this regulation. 
Nonetheless, the Department was able to 
identify several potential benefits which 
are discussed below. 

Health insurance markets in the 
United Slates are often not highly 
competitive. The share of the US 
population living in areas where 
markets are least competitive has been 
increasing, 2 Even in markets with 
multiple competing plans, lack of 
transparency in pricing may prevent 
adequate competition based on the 
value of product, since it is difficult to 
ascertain if a low premium is due to 
high efficiency, low coverage of medical 
claims, or a healthy underlying 
population of enrollees. As a result, 
insurers can provide an inefficient, low- 
value product without consumers being 
fully aware of what they are purchasing. 
A potential benefit to this regulation is 
greater market transparency and 
improved ability of consumers to make 
informed insurance choices. The 
uniform reporting required under this 
regulation, along witn other programs 
required by Affordable Care Act such as 
http://www.HeaIthCare.gov, a Web site 
with plan-level information, will mean 
that consumers will have better data to 
inform their choices, enabling the 
market to operate more efficiently. 

In addition, issuere that would not 
otherwise meet the MLR minimum 
defined by this regulation may increase 
spending on quality-promoting 
activities. These programs, which 
include case management, care 
coordination, chronic disease 
management and medication 
compliance, have the potential to create 
a societal benefit by improving 
outcomes and population health. 


^Dafny, Leemore S.. 2010. “Are Health Insurance 
Markets Competitive?” American Economic Review, 
100(4): 1399-1431. 


Issuers that would not otherwise meet 
the MLR minimum may also expand 
covered benefits or reduce cost sharing. 
To the extent that these changes result 
in increased consumption of effective 
health services, the regulation could 
result in improved he^tb outcomes, 
thereby creating a societal benefit, 

b. Costs 

The Department has identified the 
primary sources of costs associated with 
this regulation as the costs associated 
with reporting, recordkeeping, rebate 
notifications and payments, and other 
costs. 

The Department estimates that issuers 
will incur approximately $33 million to 
S67 million in one-time administrative 
costs, and Si 1 million to $29 million in 
annual ongoing administrative costs 
related to complying with the 
requirements of this interim final 
regulation from 2011 through 2013. 
Additional details relating to these costs 
are discussed later in this regulatory 
impact analysis. 

Other Costs — There are two other 
potential types of costs associated with 
this regulation; Costs of potential 
increases in medical care use. the cost 
of additional quality-improving 
activities, and costs to consumers if 
some issuers decide to limit offered 
products as a result of this interim final 
regulation. 

As discussed under benefits, there 
may be increases in quality-improving 
activities or in consumption of medical 
care due to this regulation. Both of these 
very likely have some benefit to 
enrollees but they also represent an 
additional cost to issuers and society. 

It is also possible that some issuers in 
particular areas or markets will not be 
able to operate profitably when required 
to comply with the requirements of this 
regulation. They may respond by 
changing or reducing the number of 
products they offer. The Department 
anticipates that issuers’ decisions 
regarding whether to limit offered 
products will not be governed solely by 
short-term profitability. Issuers are 
likely to consider whether they expect 
to be successful competitors in 
Exchanges in 2014 and beyond.^ Some 
low MLR plans may decide to leave a 
given market entirely or be acquired by 
a larger company, while other low MLR 
plans (particularly those that are 
subsidiaries of larger organizations) may 


3 Bernstein, Jill, "Recognizic^; Destabilization in 
the Individual Health Insurance Market,” Chaises 
in Health Care Flnancii^ and Organization (HCFO) 
Issue Brief, Jufy 2010, Kcessed at http:// 
www.hcfo.org^les/hcfo/ 
HCFO%20Folicy%20Bmf%20fuly%2030t0.pdf. 


find ways to achieve higher MLRs 
through increased efficiencies. 

To the extent that issuers do decide to 
limit product offerings, group 
purchasers or individual enrollees in 
these plans may bear some costs 
associated with searching for and 
enrolling in a new insurance plan. For 
employers, particularly small 
employers, these costs may include 
increased administrative expenses. For 
consumers, this may lead to reduced 
choice, the inability to purchase similar 
coverage, and higher search costs 
related to finding affordable insurance 
coverage. States may apply for an 
adjustment of the MLR threshold in the 
individual market if the Secretary 
concurs that the adjustment is necessary 
to prevent market destabilization. This 
could mitigate the potential costs, 

c. Transfers 

To the extent that insurers’ MLR 
experience falls short of the minimum 
thresholds, they must provide rebates to 
enrollees. These rebates would reflect 
transfers of income from the insurers or 
their shareholders to the policy holders. 
Based on the methods described above, 
we have estimated ranges for the rebates 
that may occur during 2011-2013. 

These estimates are discussed later in 
this regulatory impact analysis (see 
Tables Vl.7, VL.S. and VI.9). 

4. Overview of Data Sources, Methods, 
and Limitations 

The most complete source of data on 
the number of licensed entities offering 
fully insured, private comprehensive 
major medical coverage in the 
individual and group markets is the 
National Association of Insurance 
Commissioners (NAIC) Annual 
Financial Statements and Policy 
Experience Exhibits database. These 
data contain multiple years of 
information on issuers’ revenues, 
expenses, and enrollment collected on 
various NAIC financial exhibits called 
“Blanks” that issuers submit to the NAIC 
through State insurance regulators. The 
NAIC has four different Blanks for 
different types of insurers: Health, Life, 
Property & Casualty, and Fraternal 
issuers.^ A Technical Appendix for this 
analysis, available at http:// 
www.hhs.gov/ociio/regulations/ 
index.htmi, provides more detail on the 


* if a company’s prembims and reserve ratios for 
its health insurance products equals 95 percent or 
more of their total bosines.s for both the current and 
prior reporting years, a company files its annual 
statement using the Health Blank. Otherwise, a 
company files the annual statement associated with 
the type of license held in its domiciliary State, i,e. 
it files either the Life. PropertyS Casualty, or 
Fraternal Blank. 
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precise NAIC data sources used for this 
analysis. 

A total of 618 insurers offering 
comprehensive major medical coverage 
filed annual financial statements in 
2009, with the Health and Life Blank 
filers accounting for approximately-99 
percent of all comprehensive major 
medical premiums earned. It is for this 
reason that we have restricted our 
analysis to Health and Life Blank 
companies. Comprehensive major 
medical coverage ^ — including both 
coverage offered in the individual and 
group markets that is subject to this 
interim final regulation — accounted for 
approximately 47.8 percent of all 
Accident and Health (A&H) premiums 
in 2009. 

Although the NAIC data represent the 
best available data source with which to 
estimate impacts of the MLR regulation, 
the data contain certain limitations that 
should be noted. For example, the NAIC 
data do not include issuers regulated by 
California’s Department of Managed 
Health Care (DMHC) as well as small, 
single-State insurers that are not 
required by State regulators to submit 
NAIC annual financial statements. 

When we compare the NAIC enrollment 
data to InterStudy data, we estimate that 
these limitations cause the NAIC data to 
exclude approximately 9 percent of the 
total fully insured, private 
comprehensive major medical market.® 
Additionally, the NAIC data do not 
break out small and large group 
coverage at the State level, and 
administrative expenses such as taxes 
are reported at the national level for all 
A&H lines of business. We developed 
imputation methods to account for these 
limitations. Finally, we made several 
edits to the data that led us to exclude 
from the analysis 176 of the companies 
that the NAIC data identify as reporting 
comprehensive major medical 
coverage,^ However, these excluded 
companies represent a small portion of 
the overall comprehensive major 
medical market (3 percent of life years 


* Comprehensive major medical coverage sold to 
associations and trusts has been included in 
individual comprehensive major medical coverage 
for purposes of the RIA. The Department’s estimates 
exclude Medigap, which is reported separately in 
the NAiC data from comprehensive major medical 
coverage offered in the individual and group 
markets. The NAIC data do not allow us to identify 
mini-med plans or expatriate plans, 

® This estimate is based on a comparison of 2008 
NAIC and InterStudy data. Inlerstudy data report 
79-7 million enrollees for comprehensive major 
medical coverage in 2008 whereas NAIC data report 
approximately 72.9 million enrollees. The NAIC 
enrollment number represents 91 percent of the 
Inlerstudy total enrollment figure. 

^ These exclusions reflecl the restriction to Health 
and Life Blank companies, which drops 22 


and 2 percent of earned premiums). The 
Technical Appendix (available at 
bttp://ivmv.hhs.gov/ociio/iegulations/ 
index.btml) contains a detailed 
description of the limitations of the 
NAIC data, and the data edits that were 
made by the Department. We use the 
remaining 442 companies to estimate 
the regulatory impacts discussed below. 

5. Estimated Number of Affected 
Entities Subject to the MLR Provisions 

Section 2718(a) of the PHS Act 
specifies that the MLR provisions apply 
to health insurance issuers offering 
group or individual health insurance 
coverage, includii^ grandfathered 
health plans. As discussed earlier in this 
preamble, in this context, the term 
“issuer” has the same meaning provided 
in 45 CFR 144.103, which states that an 
issuer is “an insurance company, 
insurance service, or insurance 
organization (including an HMO) that is 
required to be licensed to engage in the 
business of insurance in a State and that 
is subject to State law that regulates 
insurance (within the meaning of 
section 514(b)(2) of ERISA).” As 
discussed elsewhere in this preamble, 
and consistent with the NAIC 
recommendations, the MLR provisions 
in this interim final rule apply to issuers 
that offer comprehensive major medical 
coverage, and these issuers will be 
required to report these data and 
determine if rebates are owed at the 
company. State, and market level (e.g., 
individual, small group, and large 
group).® The following sections 
summarize the Department's estimates 
of the number of entities that will be 
affected by the requirements of this 
interim final regulation. 

a. Estimated Number of Affected 
Entities 

The MLR provisions will apply to all 
health insurance issuers offering 
comprehensive major medical coverage 
in the individual and group markets. 

For purposes of the regulatory impact 
analysis, we have estimated the total 


Fraternal and Property and Casualty companies 
from the analysis. 

s This includes some issuers that offer mini-med 
plans which, as discussed elsewhere in the 
preamble, often cover the same types of medical 
services as comprehensive medical plans, but have 
low annual benefit limits and typically have lower 
premiums than plans providing higher ceilings on 
benefits. Data for mini-med plans are not broken out 
separately from other data that Issuers reported to 
NAIC in 2009. HierefoTe. the regulatory impact 
analysis does not include separate estimates 
relating to mini-med {dans. 

3 As noted above, the analytic sample excludes 
companies that are regulated by the Department of 
Managed Health Care in California, as well as small. 
single-State insurers that are not required by State 


number of issuers that will be affected 
by the requirements of this interim final 
regulation at the company level because 
this is the level at which issuers 
currently submit their annual financial 
reports to the NAIC (including both 
company- and State-level exhibits 
where appropriate). However, because 
issuers will be required to report MLRs 
and calculate any rebates that are owed 
at the company/state level for each 
market in which they offer coverage (for 
example, individual, small group, large 
group), we have estimated rebates by 
“licensed entity” (company/State 
combination) for each market. 

Table VI.2 shows the estimated 
distribution of issuers offering coverage 
in the individual, small group and large 
group markets for the analytic sample 
used in this RIA.® Approximately 70 
percent (311) of these issuers offer 
coverage in the individual market, 77 
percent (342) offer coverage in the small 
group market, and 77 percent (338) offer 
coverage in the large group market. 
Approximately half (224) of these 
issuers offer coverage in all three 
markets that are subject to the MLR 
requirements, while the other half offer 
coverage in one or two of the markets 
that are subject to the requirements (118 
and 100. respectively). 

Additionally, the Department 
estimates that there are 74.8 million 
enrollees in the analytic sample in 
coverage that is subject to the 
requirements in this interim final rule, 
including approximately 10,6 million 
enrollees in individual market coverage 
(estimated based on “life years” for 2009 
NAIC Health and Life Blank filers, 
which as discussed earlier excludes data 
for companies that are not required to 
file annual statements with the NAIC), 
24.2 million enrollees in small group 
coverage, and 40.0 million enrollees in 
large group coverage (excluding 
enrollees in companies that did not file 
annual financial statements on the 
NAIC’s Health or Life Blanks in 2009).^® 

8ILLINQ CODE 41SO-03-P 


regulators to submit NAIC annua! financial 
statements. 

The estimate provided here of the size of the 
individual market differs from estimates provided 
in previous rulemaking for a number of reasons. 
Firsl, as discussed in this regulatory impact 
assessment, issuers that are regulated by the 
Department of Managed Health Care in California 
do not file with the NAIC. Second, and more 
importantly, the estimate provided here is of 
enrollment at an average point in time, while 
previous estimates included people who were 
enrolled at some point during the year. Third, the 
Current Population Survey, which was the source 
of previous estimates, is thought by some analysts 
to overe.stimate the number of people purchasing 
individual coverage. 
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Table VI. 2 

Estimated Number o£ Issuers and Licensed Entities Subject to the 
Medical Loss Ratio Reporting Requirements By Market 


Description 

Issuers (1) Offering 
Comprehensive 
Major Medical 
Coverage 

Licensed Entities (2) 
Offering 

Comprehensive Major 
Medical Coverage 

Enrollees in 
Comprehensive Major 
Medical Coverage (3) 

Number 

%of 

Total 

Number 

%of 

Total 

Number 

(thousands) 

%of 

Total 

Total Issuers (4) 

442 

100.0% 

2,002 

100.0% 

74,830 

100.0% 








By Market: 







Individual Market 

311 

70.4% 

1,429 

71.4% 

10,603 

14.2% 

Small Group Market (5) 

342 

77.4% 

976 

48.8% 

24,189 

32.3% 

Large Group Market 

338 

76.5% 

912 

45.6% 

40,039 

53.5% 








By Number of Markets; 







Single Market Only 

118 

26.7% 

1,159 

57.9% 

3,722 

5.0% 

Individual Market 

Only 

66 

14.9% 

792 

39.6% 

2,317 

3.1% 

Small Group Market 

Only 

27 

6.1% 

187 

9.3% 

845 

1.1% 

Large Group Market 

Only 

25 

5.7% 

180 

9.0% 

560 

0.7% 

Two Markets 

100 

22.6% 

371 

18.5% 

9,934 

13.3% 

All Three Markets 

224 

50.7% 

472 

23.6% 

61,173 

81.7% 


Notes: (1) Issuers represents companies (e.g., NAIC company codes). (2) Licensed Entities 
represents company / State combinations. (3) Enrollment represents “life years” (total member 
months divided by 12). (4) Total issuers represents 2009 NAIC Health and Life Blank filei^ 
with valid data. Excludes data for companies that are regulated by the California Department of 
Managed Health Care and other non-Health and Life Blank filers. (5) Small group is defined 
based on the current definition in the PHS Act. 

Sources: 2009 NAIC Health and Life Annual Statements and A&H Policy Experience Exhibit 
data. 


b. Characteristics of the Affected 
Entities 

Table VI.3 provides additional 
information about the characteristics of 
the issuers that are subject to the MLR 
requirements. Most (80 percent] of these 
companies are subsidiaries of larger 
carriers, and more than two thirds (315) 


only offer coverage in a single State. A 
third (143) of the issuers that are subject 
to the MLR requirements collected less 
than S50 million in earned premiums 
for individual and group comprehensive 
major medical coverage in 2009, 21 
percent (92) collected S50 to $149 
million, 31 percent (138) collected $150 


to $999 million, and 16 percent (69) 
collected $1 billion or more in earned 
premiums that year. Meanwhile, 80 
percent of the affected issuers also offer 
other types of accident and health 
coverage that is not subject to the 
requirements of this interim final 
regulation. 
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Table VI. 3 

Selected Characteristics of Issuers Subject to the Medical Loss 
Ratio (MLR) Reporting Requirements 


Description 

Number of 
Issuers (1) 

Percent of 
Total 

Estimated Total Number of Issuers Subject to the MLR 
Requirements (2) 

442 

100.0% 

1 



By Corporate Structure 




Independent Company 

87 

19.7% 


Subsidiary of a Larger Carrier (3) 

355 

80.3% 





By Number of States in Which Coverage is Offered 




1 State 

315 

71.3% 


2 to 5 States 

74 

16.7% 


5 to 19 States 

22 

5.0% 


20 or More States 

31 

7.0% 





By Total Earned Premiums for Individual and Group 
Comprehensive Major Medical Coverage 




Less Than $10 Million 

72 

16.3% 


$10 million to $49 million 

71 

16.1% 


$50 million to $149 million 

92 

20.8% 


$150 million to $999 million 

138 

31.2% 


$1 billion or more 

69 

15.6% 

Hi 


hbbhh 

HHIHHi 



HIHHIIH 



82 

18.6% 


Also Offers Other Types of Accident and Health 
Coverage 

360 

81.4% 


Notes: (1) All data are based on the issuers’ 2009 NAIC annual financial statements. (2) Total 
issuers represents 2009 NAIC Health and Life Blank filers with valid data. Excludes data for 
companies that are regulated by the California Department of Managed Health Care and other 
non-Health and Life Blank filers. (3) The Department estimates that in addition to the 87 
independent companies, approximately 109 multi-company carriers offer coverage that is subject 
to the requirements of this interim final rule. 

Sources: 2009 NAIC Health and Life annual statements and A&H Policy Experience Exhibit 
data. 
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While all 442 of these issuers will be 
subject to the requirements of this 
interim final regulation, the Department 
estimates only a subset of these 
companies will be required to pay MLR* 
related rebates to policyholders during 
any given year. The following section 
contains estimates of the number of 
entities whose coverage will not meet 
the applicable minimum MLR 
thresholds, the estimated MLR rebate 
payments, and the estimated number of 
enrollees that would receive the MLR 
rebates. 

6. Estimated MLR Rebate Payments 

To date, there have been few 
published studies that document MLRs 
for comprehensive major medical 
coverage offered in the individual, small 
group and large group markets at the 
State and company levels nationwide.^’ 
Additionally, as discussed earlier, there 
are a number of challenges related to 
using the 2009 NAIC data. Despite these 
limitations, the Department believes 
that the 2009 NAIC data provide a 
reasonable basis for developing a model 
to be used for estimating the universe of 
entities that are likely to be affected by 
the MLR requirements, and estimating a 
potential range of other impacts 
including rebate amounts.^* 

Specificmly, the Department believes 
that a reasonable range of assumptions 
can be applied to the 2009 NAIC data 
making it the best available source for 
estimating the potential impacts of this 
interim final regulation. Therefore, 
using data from NAIC annual financial 
statements, the Department summarized 
data on traditional or unadjusted MLR 
values prior to the enactment of 
Afford^le Care Act and estimated the 
impact of the Affordable Care Act’s MLR 
provisions on the market. 

In considering how to model the MLR 
impacts, the Department examined State 


’ ■ For extunpie, the Senate Commerce Committee 
used NAIC data to report on nationwide MLRs for 
selected companies, but did not analyze MLRs at 
the State level (see “Implementing Health Instiranco 
Reform: New Medical Loss Ratio Information for 
Policymakers and Consumers; Staff Report For 
Chairman Rockiifeller," Lf. S. Senate. Committee on 
Commerce, Science and Transportation, April 15, 
2010, accessed at bttp://commerce.senate.gav/ 
public/)ndex.cfm?p=BepOTts]. It is also important to 
note that MLRs calculated for other purposes may 
not provide an accurate picture of MLRs under the 
Affordable Care Act, which includes adjustments 
for administrative expenses related to quality 
improving activities and small plans, 

'^The NAIC has developed a “Supplemental 
Blank” that will be used to collect 2010 
comprehensive major medical data by company. 
State and market that are consistent with the 
uniform definitions and standardized calculation 
methodologies that NAIC was required to develop 
under Section 27i6(c) of the FHS Act (subject to 
certification by the Secretary). However, this 
information will not be available until the Spring 
of 2011. 


experience with various types of related 
policies. Some States have traditionally 
used MLR standards for reviewing rate 
filings, others have set minimum 
standards, a few Stetes require rebates to 
be made if minimum standards are not 
met, and many States have no 
requirements. The Department estimates 
that prior to the enactment of the 
Affordable Care Act, approximately 32 
States (including the District of 
Columbia) had enacted requirements 
relating to minimum MLR standards or 
administrative expense limits for 
cover^e in at least some segments of 
the individual and group markets,'® 
primarily in the context of submitting 
historical and anticipated loss ratios as 
part of their rate filings; approximately 
19 States did not have any minimum 
MLR requirements for individual or 
group coverage prior to the enactment of 
the Affordable Care Act. State-level 
MLR requirements, where they existed, 
often varied by the type of coverage 
being offered, were sometimes optional, 
and lacked standardization in the way 
that the MLRs were to be calculated. In 
addition, States’ minimum MLR 
requirements were often quite low — 
approximately 10 States had loss ratio 
requirements that were as low as 55 
percent for at least some segments of the 
market, and another 13 States had 
minimum MLR thresholds between 60 
and 75 percent for at least some 
segments of the market. The Department 
estimates that nine States have enacted 
minimum MLR thresholds or 
administrative expense limits requiring 
that at least 80 percent of premiums be 
spent on clinical services in at least 
some segments of the individual and 
group markets. 

For several reasons, the State 
experience with MLR requirements was 
not useful for modeling the efiects of 
imposing an 80 percent MLR 
requirement nationwide for the 
individual and small group markets, 
and an 85 percent MLR requirement 
nationwide for the large group market. 
First, as described above, the States 
varied considerably in terms of MLR 
definitions and policy implementation. 
The experience of the nine Stales that 
have enacted 80 percent or higher MLR 


'* This is consistent with America'.': Health 
Instirancc Plans (AHIP) data, which suggest that 
there are 32 States that have established MLR 
guidelines or imposed limitations on administrative 
expenses for comprelmnsive major medical 
insurance (excluding States that require filing of 
loss ratios, but have not established minunom 
standards), see “State Mandatory Medical Loss Ratio 
(MLR) Requirements for Comprehensive, Major 
Medical CbvCTage: Summary of State Laws and 
Regulations, as of April IS, 2010’, AHIP. accessed 
at http://wmv.naic.org/documents/committees_ 
lhatfahwg 100426_AHJP_MLRj3iart.pdf. 


thresholds for at least a portion of the 
affected market may have been relevant, 
but there was not sufficient data 
available to estimate the impact of their 
policies and generalize to the national 
level. For example, in five of these 
States, the 80 percent or higher 
thresholds only apply to a portion of the 
market.'^ Additionally, there is limited 
data available for several of these States; 
for example, there is limited availability 
of California HMO data because they do 
not file with the NAIC; New Jersey first 
imposed its 80 percent requirement for 
the individual and small group markets 
in 2009 (prior to that, the State had a 75 
percent minimum MLR standard for 
individual and small group coverage); 
and New Mexico’s 80 percent and 85 
percent standards for the small group 
and large group markets, respectively, 
were just enacted on March 3, 2010 
(prior to that, the State had a 55 percent 
minimum MLR standard for small group 
coverage, and no minimum MLR 
standard for the large group market). 
Additionally, in New York and New 
Jersey, the market for individual 
unsubsidized insurance is extremely 
small, largely as a result of rating rules. 
Finally, Ohio's provision limiting the 
administrative expenses that an insurer 
can spend to no more than 20 percent 
applies to the insurance company as a 
whole (e.g., the State docs not have 
separate requirements for coverage 
offered in the individual, small group 
and large group markets, as required by 
the Affordable Care Act).''* The State’s 
regulators estimate that carriers will bo 
close to the Affordable Care Act’s 
minimum MLR thresholds for small 
group and large group coverage, but that 
some carriers will have to “raise the bar” 
in order to meet the standards for the 
individual market,'^ 


“The 80 percent or higher minimum MLR 
requirements apply only to HMDs in California, 
only to HMO point of service plans in Arkansas, 
only to small group special health care plans in 
Connecticut, only to small group plans assea.sed 3 
percent or more of the total annual amount assessed 
by the State’s high risk pool in Minnesota, and only 
for nonprofit medical and dental indemnity or 
health and hospital service corporation individual 
direct payment contracts in New York. 

Carriers in New jersey are required to pay 
rebates if Ihey have a loss ratio below the minimum 
standard. In 200B, total standard and non-standSrd 
market refunds paid by carriers in the State were 
approximately $850,000. New Jersey Department of 
Banking and Insucaur.e, “SEH Loss Ratio and 
Refund Reports for 2008.’' April 19, 2010, accessed 
at htfp://www.pdchank.state.nj.as/dobi/ 
division insumnee/iheseh/sebrpts/ 
seh08lossratiorpt.pdf. 

''' Ohio Revised Code § 3923.022, accessed at 
http://cQdes.ohio.gov/orc/3923. 

Adamezak. Rick. “New Regs Unlikely to Have 
Mt]ch Impact on Ohio Insurers,” Da34on Legal 
News, November 1, 2010, accessed at https:// 
www.daiIycourt.com/artichs/index/id/7284. 
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It is difficult to draw general lessons 
from the experience in these nine States 
about the likely results of imposing an 
80 percent MLR requirement for the 
individual and small group market 
nationwide — relevant data are not 
available in many of the States, the level 
of aggregation is not consistent in one of 
the States, and rating rules in two of the 
States are so different than in most of 
the rest of the country that results are 
not likely to be generaiizable. Most 
importantly, in ail nine States data were 
not available over a sufficient time 
period to establish causality between 
State policies and observed MLRs. 
a. Data Limitations and Modeling 
Assumptions 

As discussed earlier in section VI.B.4 
of this regulatory impact analysis, and 
in a Technical Appendix that is 
available at http://www.hhs.gov/ociio/ 
regulalions/iiidex.html, the available 
data are less than perfect for the task at 
hand. Among the larger imperfections: 
The data do not measure quality 
improving activities as defined by this 
interim final regulation; the data for 
some issuers and Stales are clearly in 
error; and the data capture 
administrative expenses at the national 
level, but do not allocate them to States 
or to markets (individual, small group, 
and lame group). 

The Department expects that as a 
result of this interim final regulation 
that issuer behavior may well change, 
and even if the data could precisely 
measure MLRs in 2009, MLRs in 2011 
may well be different as a result of 
issuer behavioral change. However, for 
purposes of this analysis we do not 
explicitly model these behavioral 
changes in our estimates. Potential 
behavioral changes as a result of this 
regulation and impact on our estimates 
are discussed below, including: 

• Insurer Pricing Policy — Companies 
will likely consider a number of 
responses in pricing 2011 policies (e.g., 
reducing premium increases or increase 
health care expenditures) that would 
minimize or avoid rebates. As a result 
of these anticipated responses, estimates 
based on the 2009 data would result in 
upwardly biased estimates of potential 
rebates: 

• Allocation of Expenses Across 
States and Markets and Affiliates — 
Issuers were not previously required to 
allocate company-level expenses by 
State and by line of business in their 
annual financial report submissions to 
the NAIC, However, companies are 
likely to focus more attention on the 
methodologies that they use for 
allocating administrative expenses now 
that this information will be used in 


determining if they owe relates for a 
given company/State/markeL The 
choices issuers make in determining 
allocation methods could have a 
materia! impact on MLR rebates; 

• Activities That Improve Quality — 
Issuers may increase their quality- 
improving activities given the financial 
incentive to do so, or newly describe 
existing activities as such, and spending 
on these activities may vary 
significantly by State or company; 

• Other Changf^ in Categorization — 
Companies are exp«:ted to carefully 
scrutinize all of their expenditures to 
determine whether some could 
legitimately be categorized as 
expenditures for clinical services or 
quality improvement based on the 
definitions implemented by this 
regulation; 

• Other Behavioral Changes — It is 
unclear to what extent companies may 
make other behavioral changes that 
could affect MLR rebates {e.g., 
expanding coverage to increase medical 
claims, limiting premium increases, 
consolidation, etc.}; and 

• Potential Impact of Destabilization 
Policy — It is unknown to what extent 
State Commissioners of Insurance will 
request adjustments of the 80 percent 
individual market minimum MLR 
threshold under the destabilization 
policy, and unknown whether the 
justifications provided with these 
requests will be sufficient to allow the 
Secretary to grant the adjustments. 

Thus, it is unknown how these potential 
adjustments will affect the size of MLR 
rebates. 

b. Methods for Estimating MLR Rebates 

The analysis includes estimates that 
are based on both unadjusted and 
adjusted MLRs. Information on 
unadjusted MLRs, which are simply 
incurred claims divided by earned 
premiums, is included to assess the 
impact of the adjustments allowed by 
the regulation on companies’ State-level 
MLRs.»8 

The adjusted MLRs include three sets 
of adjustments for: (1) Taxes and fees; 

(2) credibility adjustments; and (3) 
quality improvements. First, the 
adjustments include deductions for 
Federal and State taxes and licensing 
and regulatory fees from premiums. 
These adjustments follow the policy 
described in the regulation. 

Second, they apply estimates of the 
credibility adjustments for licensed 
entities that have partially credible 


As discussed earlier, data for mini-med plans 
are not brokoi out separately from other data that 
issuer reported to NAIC in 2009. Therefore, this 
regulatory impact analysis d(»s not include 
separate estimates relating U> mini-med plans. 


experience, that is. Issuers with life 
years that are greater than or equal to 
1 ,000 life years but less than 75,000 life 
years, based on the 2009 NAIC data.’^ 
Section D of the preamble describes the 
rationale and method for calculating 
credibility adjustments. As stated in this 
section, there are two components to the 
credibility adjustment: A base factor 
that depends on the number of life years 
a company has in a particular market 
and State and a factor that depends on 
average per person deductible for the 
experience reported in the MLR for a 
particular market and Slate. The total 
credibility adjustment to the MLR 
equals the base factor times the 
deductible factor. We used linear 
interpolation to calculate the base 
credibility adjustment factor for life 
years that fall between the values in 
Table 1 of the preamble. 

Third, the adjusted MLRs reported in 
this analysis also incorporate 
assumptions about the size of expenses 
for quality improvement activities, as 
well as assumptions about other actions 
that insurers might take to increase their 
reported MLR. Because the definitions 
of quality improving activities are new 
to this rule, tne NAIC data collected in 
2009 cannot be used to directly estimate 
how much insurers spent on quality 
improving activities in 2009 or how 
much they are expected to spend on 
these activities in 2011. The closest 
category in the NAIC data is “cost 
containment expenses”, which averaged 
approximately 1 percent of premiums in 
2009, but the definition of quality 
improving activities includes many 
activities that were not included in cost 
containment expenses. Discussions with 
industry experts suggest that quality 
improving activities are likely to 
account for an average of approximately 
3 percent of premium, but there is 
substantial uncertainty concerning this 
estimate. Few observers think that 
quality improving activities will be 
greater than 5 percent of premium, and 
few expect that they will be less than 1 
percent of premium. In the mid-range 
estimate, the Department assumes that 
quality improving activities will 
account for 3 percent of premium, and 
uses the 1 percent and 5 percent 
estimates as the range in a sensitivity 
analysis. 

In addition to uncertainty about the 
magnitude of quality improving 
activities, as discussed above, tiiere are 
many other sources of uncertainty about 
how insurers will respond to this 


'®FQr purposes of ihis analysis, the Department 
bas not made any assumptions relating to the 
potential for annual fluctuations in the estimated 
number of issuers with non-credible and pmtially 
credible experience. 
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interim final regulation, and the effects 
of these responses on MLRs and rebate 
amounts. 

Given the combination of data 
imperfections and behavioral 
uncertainties, the Department has 
chosen to provide a range of estimates, 
based on a range of assumptions. A 
reasonable range of assumptions is that, 
in the mid-range estimate, MLRs will 
increase by 1 percentage point relative 
to the data reported in 2009, with a 
reasonable bound for this assumption 
being on one end, no change from the 
2009 data, and, on the other end. an 
assumption that MLRs will increase by 
2 percentage points relative to the 2009 
data. 

Combined with the low-rebate 
assumption that quality improving 
activities will increase MLRs by 5 
percentage points, the assumption that 


Assumptions used 


other tehavioral changes may increase 
MLRs by an additional 2 percentage 
points will result in estimated MLRs in 
the low-rebate scenario being 7 
percentage points higher than they 
would be with no allowance for either 
quality improving activities or other 
behavioral changes. Consultation with 
industry exp^s su^ests that this is a 
reasonable upper bound for the low- 
rebate assumption as an average for the 
industry, it is possible that some issuers 
may invest ^eater than 5 percent of 
prcmitun in quality improving 
activities, or change their behavior in 
ways that result in a greater than 2 
percentage point increase in MLR, but 
the Department thinks it is unlikely that 
the changes across the industry for 
quality improving activities and 
Iwhavioral changes will be greater than 
7 percentage points. 

Table VI. 4 

to estimate MLRs under a 


The Department ftirther assumes that 
issuers with an MLR that is already 
above the minimum threshold {80 
percent in the individual and small 
group markets, 85 percent in the large 
group market) will have less incentive 
to change their behavior in an attempt 
to increase their MLR than will issuers 
with lower MLRs that would require 
them to pay rebates. In the mid-range 
and low-rebate scenarios, the 
Department assumes that issuers whose 
adjusted MLR is above the minimum 
threshold after an assumed 3 percent 
increase for quality improving activities 
will not further increase the MLR with 
additional quality improving activities 
or other behavioral changes. 

Table VI.4 summarizes the values that 
are added to the base MLR to adjust for 
quality improving expenses and other 
behavioral uncertainties. 


range of scenarios 


Category 

Low 

estimate for 
rebates 

(in percentage 
points) 

Medium 
estimate for 
rebates 

(in percentage 
points) 

High 

estimate for 
rebates 

(in percentage 
points) 

Quality improvement 
activities 

+5 

+3 

+1 

Behavioral uncertainties 

+2 

+1 

+0 

Total impact on MLRs 

+7 

+4 

+1 


NOTE: In the low-range and mid-range scenarios, for issuers whose MLR is above the minimum 
threshold after 3 percentage points arc added for quality improving activities, additional 
adjustments are not made. 


Those three sets of adjustments are 
combined to produce the following 
formula for estimating companies’ 
adjusted MLRs for the individual, small 
group, and large group markets by State, 
rounded to the nearest thousandth 
decimal place as dictated in the 
regulation; 


The text states ti^t in the mid-range 
assumption, quality improving activities will 
account for 3 percent of premium. In the formula 
above, quality improving {and other behavioral 
change assumptions) are expressed as percentage 
point increases in the MLR amount. That is, in the 
mid-range assumption, we assume that quality 
improvement expenses will add 3 percentage points 
to the MLR. As a practical matter, because Federal 
and State taxes and licensing and regulatory fees are 
quite small, there is virtually no difference between 
assuming that quality improvement expenses 
account for 3 percent of premium or assuming that 
they will add 3 percentage points to the MLR, 


Adjusted MLR = (c)/(p - 1 - f) + (b * d) 

+ u. 

p 3 earned premiums 
t s Federal and State taxes 
f = licensing and regulatory fees 
b = base credibility adjustment factor 
d = deductible credibility adjustment factor 
u s low, medium, or high assumptions to 
account for quality improving activities, 
unknown beliavioral changes and data 
measurement error 

We then calculate rebates for a company 
whose adjusted MLR value in a State 
falls below the minimum MLR standard 
in a given market using the following 
formulas: 

Rebates = [(m - a) * (p - 1 — f)] 
where m = minimum MLR standard for a 
particular market 

a = adjusted State MLR for that market 


Finally, to estimate impacts for each 
year covered by the regulation, we 
assume that the number of issuers, 
enrollment, and experience are stable 
over time. This interim final regulation 
requires that experience be combined 
across multiple years for issuers that are 
not fully credible based on a single year 
of data. Given the assumption that 
enrollment is stable over time, the 
Department estimates that issuers which 
are not fully credible in 201 1 will have 
twice as much enrollment In the 
combined experience for 2011 and 2012, 
and three times as much enrollment in 
the combined 2011 through 2013 data. 
As a result, the magnitude of the 
credibility adjustment in 2012 will be 
smaller than in 2011, and smaller again 
in 2013. The Department is unable to 
model the impact of losing the MLR 
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credibility adjustment beginning in 
2013 if licensed entities report partially 
credible experience for the current year 
and the two previous years and have 
MLRs below the minimum standard in 
all three years, Rebates are estimated in 
2011 through 2013 by applying the 
projected growth rate in private health 
insurance premiums from the National 
Health Expenditures Accounts to the 
2009 NAIC adjusted premiums. 
However, the analysis does simulate the 
impact of doubling life years in 2012 or 
tripling life years in 2013 for licensed 
entities that have non-credible or 
partially credible experience using a 
single year of data to estimate how this 
affects the portion of insurers that are 
deemed to have credible experience as 
well as their associated MLR values in 
those years. Additionally, rebates are 
estimated in 2011 through 2013 by 
applying the projected growth rate in 
private health insurance premiums from 
the National Health Expenditures 
Accounts (per privately insured) to the 
2009 NAIC adjusted premiums. 


c. Estimated Number of Issuers and 
Individuals Affected By the MLR Rebate 
Requirements 

As shovra in Table VI.5. the 
Department estimates that 68 percent of 
the licensed entities (State/corapany 
combinations) nationwide selling 
comprehensive major medical insurance 
in the individual market in 2011 will 
have fewer than 1,000 enrollees in at 
least one State, and will be designated 
as “non-credible” according to the 
standards of this interim final 
regulation, 30 percent of licensed 
entities will be partially credible, and 2 
percent will be fully credible.^! As 


As described above, insurers with non-credible 
experimee ate those with less than i.OOO life years 
in a particular Stale maricet and they are not subject 
to the rebate requirements, Insurers with partially 
credible expmonce are those with 1,000 or mc«e 
life years but fewer than 75,000 life years. These 
insurers receive a credibility adjustment to their 
adjusted MLRs to account ^ statistical variability 
that is inherent in smaller blocks of business. 
Finally, insurers with folly credible experience are 
those with 75,000 life years or more. Reported MLR 
values for fully credible insurers are used without 
a credibility adjustment in a given reporting year to 
determine their rebate obligation. 


discussed elsewhere in this preamble, 
issuers with non-credible experience in 
a given State, for a given market, during 
a given MLR reporting year are not 
required to provide any rebate to 
enrollees in that State/market because 
the issuer does not insure a sufficiently 
large number of lives to yield a 
statistically valid MLR. 

Although the Department estimates 
that more than two-thirds of licensed 
entities (State-company combinations) 
have non-credible 2011 experience for 
the individual market, and will not be 
required to provide rebates to their 
enrollees. there are relatively few 
enrollees in licensed entities that are 
non-credible — the non-credible licensed 
entities account for 68 percent of all 
entities, but only 1 percent of enrollees 
and 2 percent of earned premiums in 
the individual market. Fully credible 
licensed entities, accounting for only 2 
percent of licensed entities, account for 
50 percent of enrollees and 49 percent 
of premiums. 

BILUNG CODE 41SO-03-P 
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BlUiNQ CODE 4150-03-C 

Non-credible entities account for a 
smaller share of total entities, and a 
smaller share of enrollees and premiums 
in the small group market than in the 
individual market, and an even smaller 
share in the large group market than in 
the small group market. Conversely, 
fully credible entities are a larger share 
of the market in both the small group 
and large group markets than in the 
individual market. 

As described above, the Department 
assumes that MLRs and enrollment are 
constant in 2012 and 2013. As a result 
of this assumption, the number of non- 
credible entities declines somewhat in 
2012 and again in 2013, because 
experience is combined across multiple 
years, 


d. Impact of Adjustments on MLRs 

As shown in Table VI.6, the estimated 
average unadjusted MLR among ail fully 
or partially credible entities in the 
individual market in 2011 is expected to 
be 79.5 percent — ^very close, on average, 
to the 80 percent minimum threshold 
required under the Affordable Care Act. 
When adjustments are made for taxes, 
licensing and regulatory fees, quality 
improving activities, and assumed 
behavioral changes, the Department’s 
mid-range estimate is that the average 
MLR in the individual market in 2011 
will be 86.5 percent, with a low-range 
estimate (where low-range refers to low- 
range for the rebate estimate) of 87.2 
percent, and a high-range rebate 
estimate of 84,2 percent. The mid-range 
estimate is approximately 7 percentage 


points above the unadjusted estimate. 
Of this difference, 3.5 percentage points 
results from the assumption made about 
quality improving and other behavior 
assumptions (3 percentage points for 
quality improving activities and 0,5 
percentage points for other behavioral 
assumptions), and 3,6 of the percentage 
point difference comes from the other 
adjustments, primarily the exclusion of 
Federal and State taxes and licensing 
and regulatory fees from the 
denominator, as well as the credibility 
adjustment. 

The average adjusted MLR in the 
small group market in 201 1 is estimated 
to be 90.8 percent for the mid-range 
estimate, and is estimated at 94.2 
percent for the mid-range estimate in 
the large group market. 

BILLING CODE 41S0-03-f> 
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e. Estimated Range of MLR Rebates 

As shown in Table VI. 7, in the mid- 
range estimate in the individual market, 
rebates in 2011 are estimated to be S521 
million, The S521 million accounts for 
approximately 7 percent of premium 
revenue at companies required to pay a 
rebate — that is, the average rebate at 
companies required to pay a rebate in 
the individual market is estimated to be 
7 percent of premium. The $521 million 
accounts for approximately 2 percent of 
all premiums written in the individual 
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market. Approximately 3.2 million 
people, accounting for approximately 30 
percent of enrollees in the individual 
market are estimated to receive a rebate, 
and the average rebate per person 
receiving a rebate is estimated as $164. 

Over tne 2011—2013 period, the 
Department's mid-range estimate is that 
rebates will total $ 1.8 billion in the 
individual market, $770 million in the 
small group market, and $440 million in 
the large group mm'ket. Additionally, 
the Department estimates that 9.9 
million enrollees in the individual 


market, 2,3 million enrollees in the 
small ^oup market, and 2.7 million 
enrollees in the large group market will 
receive rebates over the 2011-2013 
period under the mid-range estimate. 
Summing across all three markets, the 
mid-range estimate is a total of $3.0 
billion in rebates over the 2011-2013 
period. The low rebate estimate across 
all three markets for 2011-2013 is S2.0 
billion, and the high rebate estimate is 
$4.9 billion. 

BILLINQ CODE 41S0~03-I> 
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Table VI. 7. ln<U visual Market - Fereast of aarket below alnlanan HLK threshold aod total rebate 
amounts using unadjusted and adjusted MLS values, by year (3011-2013) 


Year 

Measure 

estimate 

djueted MLR 

Medium 

estimate 

High 

estimate 


Licensed 

N 

151 

179 


% of total 

11% 

13% 

15% 

Life 

years 

H (Millions) 

t of total 

21% 

30% 

5 . 3 

50% 



$ (Millions) 

$5,364 

$7,931 

$13,329 

% of total 

19% 

28% 

47% 

Rebates 

L 

$ (Millions) 

$337 

$521 

- 

% of total premivBOS 

1% 

2% 

31 

i ot premiuiBS below 

6% 

7% 

6% 

Rebates per life year below 

$150 

$164 

$157 


2012 

Licensed 

K 

204 

233 

277 

t of total 

14% 

16% 

19% 

Life 

N (Millions) 

2.4 

3.3 

5-4 

i of total 

22% 

31% 

51% 

Premiums 

S (Millions) 

$5,827 

$8,564 

$13,938 

1 of total 

20% 

29% 

47% 

Rebates 

$ (Millions) 

$392 

$590 

$935 

t of total premiums 

1% 

2% 

3% 

% of premiums below 

7% 

7% 

7% 

Rebates per life year below 

$167 

$177 

$172 


2013 

Licensed 

entities 

N 

235 

270 

310 

t of total 

16% 

19% 

22% 

Life years 

M (Millions) 

2,4 

3.4 

9.4 

i of total 

23% 

32% 

51% 

Premiums 

$ (Hillioi^) 

$6,250 

$9,076 

$14,563 

i of total 

21% 

31% 

49% 

Rebates 

$ (Millions) 

$435 

$646 

$1,009 

If of total premiums 

1% 

2% 

3% 

t of premiums below 

7% 

7% 

7% 

Rebates per life year below 

$179 

$190 

$ies 


Source: 2009 MAIC Health and Life annual statenents and A&H policy Experience Exhibit data. 


Motes: bevel estimates are for insurers that are subject to rebate requirements in a given year. 
"Percent of total" figures, however, reflect the percent of the entire market that is below the 
minimunt MLR threshold for that market. The low, ned^uni, and high estimates reflect assumptions 
for the adjusted MLKa that will give a low to high range of rebate esitmates. Additionally, 
premium and rebate totals estimated using 2009 data were inflated to 2011-2013 levels by applying 
the projected growth in private health insurance premiums from the Hational Health Expenditure 
Accounts. Excludes data for companies that are regulated by the California Department of Managed 
Health Care and other non-Kealth and Life Blapk filers. Dollar values represent projected amounts 
for each year. 
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Xabls VI. 8. Small Group Harkat - Percent of aerk et below minimum KLR threshold and total rebate 
amounts using unadjusted and adjusted KLR valves, by market and year (3011'2013) 


Tasx 

Measure 

Adjusted MLRs 

estimate 

Medium 

estimate 

High 

rebate 

estimate 

2011 

Licensed 

entities 

N 

32 

54 


% of total 

3% 

6% 

71 

Life 

N {Millions) 

0.3 

0.7 

:i .7 

% of total 

It 

3% 

7% 


S (Millions) 

$891 

$2,876 

- 

% of total 

1% 

3% 

7t 


$ (Millions) 

S166 

$226 

$359 

% of total prwRinins 

0% 

0% 

Ot 

% of premiums below 

19t 

3% 

6t 

Rebates per life year below 

$587 

$312 

$216 


2012 

Licensed 

entities 

N 

55 

60 

129 

t of total 

6t 

St 

13t 

Life 

years 

N (Millions) 

0.3 

0.8 

l.S 

% of total 

it 

3t 

7t 

Premiums 

$ (Millions) 

% of total 

$1,343 

It 

$3,221 

3t 

$7,112 

7t 

Rebates 

S (Millions) 

$188 

$260 

$411 

i of total premiums 

Ot 

01 

0% 

% of premiums below 

18% 

6% 

6t 

Rebates per life year below 

$595 

$333 

$232 






2013 

Licensed 

entities 

N 

70 

95 

147 

% of total 

7t 

lot 

ISt 

Life 

years 

H (Millions) 

0.3 

0.9 

1.9 

% of total 

It 

3t 

8t 

Premiums 

S (Millions) 

$1,236 

$3,597 

$7,799 

i of total 

It 


8% 

Rebates 

$ (Millions) 

$201 

$281 

$444 

% of total premiums 

Ot 

0% 

Ot 

1 of premiums below 

16% 

St 

6t 

Rebates pec life year below ; 8560 

$335 

$236 


Source: 2009 NAIC Health and Life annual statements and A&H Policy E^^erience Exhibit data. 


Notes: Level estimates are for issuers that are subject to rebate requirements in a given year. 
'Percent oi total” figures, however, reflect the percent of the entire market that is below the 
minimum MLS threshold for that market. The low, medium, and high estimates reflect assumptions for 
the adjusted MLSs that will give a low to high range of rebate esitraates. Additionally, premium and 
rebate totals estimated using 2009 data were inflated to 2011-2012 levels by applying the projected 
growth in private health insurance premiums from the National Health Expenditure Accounts. Excludes 
data for companies chat ara regulated by the California D^iartmenc of Managed Health Care and other 
non-Kealth and Life Blank filers. Dollar values represent projected amounts for each year. 
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Table VI. 9. Large Group Market - Percent oC sarket below alnimuB M1>K threabold and total rebate 
amountB using unadjusted and adjusted MLR values, by aiarket and year (2011-2013) 



Adjusted HLRe 

Year 

Measure 

estimate 

Medium 

rebate 

estimate 

High 

aetimate 


Licensea 

B 

31 

48 

94 

% of total 

3i 

5% 

10% 


Life 

N (Millions) 

0.3 

0.7 

2011 

years 

% of total 

1% 

2% 

5% 


$ (Millions) 

$831 

$2,274 

$6.765i 


\ of total 

1% 

1% 

4% 

$258 

Rebates 

$ (Millions) 

$94 

$121 

% of total premiums 

Ot 

0% 

% of premiums below 

10% 

5% 

4% 



Rebates per life year below 

$312 

$1S8 

$127 

L _ _ _ ^ 

Licensed 

N 

41 

72 

116 

2012 

entities 

% of total 

4% 

8% 

13% 

Life 

years 

N (Millions) 

0.3 

1.0 

2.2 

% of total 

1% 

2% 

S% 

^ , 

S (Millions) 

$1,005 

$3,176 

$7,593 


% of total 

1% 

2% 

4% 


S (Millions) 

$100 

$150 

$309 

11 

% of total premiums 

0% 

0% 

0% 



% of premiums below 

10% 

5%i 4% 

Rebates per life year below 

$302 

$156! $141 

1 

2013 

Licensed 

entities 

N 

50 

82 

131 

t of total 

5% 

9% 

14% 

Life 

years 

N (Millions) 

0.3 

1.0 

2.3 

% of total 

1% 

3% 

6% 

Premiums 

$ (Millions) 

$1,036 

$3,539 

$8,257 

t of total 

1% 

2% 

S% 

Rebates 

$ (Millions) 

$110 

$165 

$337 

1 of total, premiums 

0% 

0% 

0% 

i of premiums below 

10% 

5% 

4% 

Rebates per life year below 

$321 

$160 

$148 


Source: 2009 NAIC Health and Life annual statements and A&H Policy E::^rience Exhibit data. 


Notes; Level estimates are for insurers chat are subject to rebate requirements in a given year. 
"Percent of total" figures, however, reflect the percent of the entire market that is belov the 
minimum MLB threshold for that market. The low, medium, and high estimates reflect assumpticwis for 
the adjusted MLRs that will give a low to high range of rebate esitmates. Additionally, premium end 
rebate totals estimated using 2009 data were inflated to 2011-2013 levels by applying the projected 
growth in private health insurance premiums frots the National Health Expenditure Accounts. Excludes 
data for conpanies that are regulated by the California Department of Managed Health Care and other 
non-HealCh and Life Blank filers. Dollar values represent projected amounts for each year. 
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In ihe low-rebate estimate, total 
rebates in the individual market are 
estimated at $337 million, with 21 
percent of enrollees in the individual 
market estimated to receive a rebate, 
and in the high-rebate scenario, $839 
million, with 50 percent of enrollees , 22 

Estimated rebates in the small group 
market range from $166 million to $359 
million, with a mid-range estimate of 
$226 million (Table VI, 8), and from $84 
million to $258 million in the large 
group market, with a mid-range estimate 
of $121 million. In both the small group 
and large group (Table VI.9) markets a 
small fraction of enrollees are estimated 
to receive rebates — in the mid-range 
scenario. 3 percent in the small group 
market and 2 percent in large group. 

f. Potential Impact of State 
Destabilization Adiustment Requests on 
MLR Rebates 

Section 2718(b)(l)(A){ii) provides that 
the Secretary may adjust the 80 percent 
level with respect to the individual 
market of a State “if the Secretary 
determines that the application of such 
80 percent may destabilize the 
individual market in such State.” 
Subpart C of this interim final 
regulation implements this provision by 
setting forth who may apply, how to 
apply, the criteria used in assessing an 
application, and how the adjustment 
would be made. It proposes that States 
apply for a specific adjustment to the 
individual market threshold that would 
be approved only if, according to 
information provided to the Secretary 
and assessed by the proposed criteria, 
there is a reasonable likelihood that 
market destabilization would occur in 
the absence of such an adjustment. 

Prior to the publication of this interim 
final regulation, several States have 
indicated their interest in an adjustment 
to the MLR threshold for their 
individual markets. However, this 
interest was expressed before the NAIC 
recommendations and proposed mles 
that may lessen the need for such an 
adjustment. For example, the credibility 
adju,stments, newer plan adju.slments, 
and treatment of Federal taxes may 
lessen what they had projected would 
be the impact of the MLR rules. In 
addition, as described earlier, the 
behavioral response of issuers to the 
proposed rules is uncertain. As such, 
the Department has not produced 


The average rebate per person receiving a 
rebate is slightly lower in the high rebate scenario 
than in the mid-range scenario because in the high 
rebate scenario there are a larger number of issuers 
and enrollees with MLRs that are close to the 80 
percent threshold, and average rebates for these 
enrollees are relatively low. 


quantitative estimates of the potential 
impact of this authority. 

However, if this airthority is 
exercised, by definition, there would be 
fewer issuers and enrollees to whom 
rebates in the individual market apply. 
There would also be fewer benefits as 
well as costs than previously described. 
While the benefit of transparency would 
persist regardless of whether a rebate is 
made, issuers may have less of an 
incentive to improve quality or benefits 
if the MLR threshold were lower than 80 
percent. At the same time, the goal of 
the adjustment is prevent disruption, so 
individuals in States whose MLR 
threshold has l^n adjusted would have 
more health insurance options than they 
otherwise would. 

7. Estimated Administrative Costs 
Related to MLR Provisions 

As stated earlier in this preamble, this 
interim final regulation implements the 
reporting requirements of section 
2718(a), describing the type of 
information that is to be included in the 
report to the Secretary and made 
available to consumers, as well as the 
rebate calculation, payment and 
enforcement provisions of section 
2718(b). The Department has quantified 
the primary sources of start-up costs 
that issuers in the individual and group 
markets will incur to bring themselves 
into compliance with this interim final 
regulation, as well as the ongoing 
annual costs that they will incur related 
to these requirements. These costs and 
the methodology used to estimate them 
are discussed ^low and in the 
Technical Appendix available at http:// 
www.hbs.gov/ociio/reguiations/ 
index.html. Additional detail on these 
estimates can be found in the Paperwork 
Reduction Act section of this preamble 
and we welcome comment on them, 
a. Methodology and Assumptions for 
Estimating Administrative Costs 

The Affordable Care Act MLR 
reporting requirements will affect health 
insurance issuers offering coverage in 
the individual and group markets, 
including both the small group and 
large group markets. As discussed 
earlier, most of the affected issuers 
currently report similar data to the 
NAIC as part of their annual financial 
statements. However, this interim final 
regulation includes requirements related 
to calculating some additional data 
elements, and allocating data by 
company. State and market. 

As discussed earlier in this impact 
analysis, in order to assess the potential 
administretive burden relating to the 
requirements in this interim final 
regulation, the Department consulted 


with the NAIC and an industry expert 
to gain insight into the tasks and level 
of effort required. Based on these 
discussions, the Department estimates 
that issuers will incur one-time start-up 
costs associated with developing teams 
to review the requirements in this 
interim final regulation, and developing 
processes for capturing the necessary 
data ie.g., automating systems; writing 
new policies for tracking expenses in 
the general ledger; developing 
methodologies for allocating expenses 
by State, company and market; etc.). 

The Department estimates that issuers 
will also incur ongoing annual costs 
relating to data collection, populating 
the MLR reporting forms, conducting a 
final internal review, submitting the 
reports to the Secretary, internal audit, 
record retention, and preparing and 
mailing rebate notifications/payments 
(where appropriate). 

The Department anticipates that the 
level of effort relating to these activities 
will vary depending on the scope of an 
issuer’s operations. Each issuer’s 
estimated reporting burden is likely to 
be affected by a variety of factors that 
will affect the level of complexity of its 
filing — including the number of markets 
in which it operates {e.g., individual, 
small group, large group), the number of 
States and licensed entities through 
which it offers coverage, the degree to 
which it currently captures relevant 
data at the State/company/market level, 
firm size (e.g., claims, premiums, 
covered lives), whether it offers other 
types of A&H coverage, whether it is a 
Health Blank or Life Blank filer, and 
whether it is a subsidiary of a larger 
carrier. The assumptions used by the 
Department to estimate the 
administrative burden of reporting data 
needed to calculate MLRs, and 
information about the uncertainties 
associated with these assumptions is 
provided in the Technical Appendix, 
available at http://www.hbs.gov/ociio/ 
regulations/inaex.htm!. 

b. Estimated Costs Related to MLR 
Reporting 

For each MLR reporting year (defined 
as a calendar year for purposes of this 
interim final regulation), issuers offering 
coverage in the individual and group 
markets must submit a report to the 
Secretary by /une 1 of the following year 
that complies with the requirements of 
this interim final rule on a form and in 
the manner prescribed by the Secretary. 
For purposes of these impact estimates, 
the Department assumes that there will 
be a single MLR data submission for 
purposes of both the NAIC annual 
report and reporting to the Secretary, 
and that this report would include data 
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relating to both the amounts expended 
on reimbursement for clinical services, 
activities that improve quality and other 
non-clinical costs, as well as 
information relating to rebates. 

The estimated total number of MLR 
data reports that issuers subject to the 
MLR reporting requirements will be 
required to submit to the Secretary 
under the provisions of this interim 
final regulation is 3,317. This is an 
upper-bound estimate, assuming that all 


issuers offering coverage in both the 
individual and small ^up markets will 
be submitting separate reports to the 
Secretary for this coverage. However, as 
discussed elsewhere in this preamble, 
the provisions of this interim final 
regulation allow issuers offering 
coverage in States requiring that the 
individual and small group markets be 
combined to submit consolidated 
reports fw these two markets. 


Table VI.10 shows that the 
Department estimates that issuers will 
incur one-time costs relating to the MLR 
reporting requirements in this interim 
final rule of approximately $75,018 to 
$151,507 per issuer on average, and 
annual ongoing costs of about $17,261 
to $32,259 per issuer annually 
thereafter. 
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c. Estimated Costs Related to MLR 
Record Retention Requirements 

Consistent with the assumptions 
discussed above, MLR record retention 
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costs are assumed to be relatively 
negligible, since issuers already retain 
similar data for State audits. Table VLll 
shows that the Department estimates 
that issuers will incur annual ongoing 


costs relating to the MLR reporting 
requirements in this interim final rule of 
approximately SI 7 to S29 per issuer on 
average. 
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d. Estimated Costs Related to MLR 
Rebate Notifications and Payments 
Consistent with the assumptions 
discussed above, rebate notification and 
payment costs are expected to be 
relatively negligible on a per- 
notification and per-check basis, in 
particular because issuers have the 
option of paying rebates through 
premium withholds. However, the 
estimated total costs relating to rebate 


notificatioiK and payments reflect the 
relatively large numbers of enroliees 
that could potentially receive rebates 
during any given year, and will be 
sensitive to annual fluctuations in the 
number of licensed entities that owe 
rebates for a ^ven State and market. 

Table VI.12 shows that the 
Department estimates that in 2011, 
approximately 60 to 119 issuers 
(companies) will pay rebates for at least 


one licensed entity/State/market 
combination, and that annual ongoing 
costs relating to the MLR rebate 
payment and notification requirements 
in this interim final rule will be 
approximately $58,010 to $122,891 per 
affected issuer during that year on 
average. This number will be sensitive 
to annual fluctuations in the number of 
licensed entities that owe rebates for a 
given Slate and market. 
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C. Regulatory Alternatives 

Under the Executive Order, the 
Department is required to consider 
alternatives to issuing regulations and 
alternative regulatory approaches. The 
Department considers a variety of 
regulatory alternative below. 

1. Credibility Adjustment 

Section 2718(c) requires the NAIG to 
develop uniform definitions and 
calculation methodologies subject to 
certification by the Secretary. This 
section directs the NAIC to take into 
account the special circumstances of 
smaller plans. In response to this 
direction, the NAIC recommended a 
credibility adjustment for smaller plans. 
After considering the NAIC’s 
recommendation on credibility 
adjustments, HHS has decided to certify 
and adopt it in full. 

One alternative to the credibility 
adjustment in this interim final 
regulation would be to not make any 
adjustment for credibility, and to 
require smaller plans to make rebate 
payments on the same terms as larger 
plans. If the Department had not 
adopted a credibility adjustment, the 
estimated mid-range rebate in the 
individual market in 2011 would bo 
approximately $682 million, or 
approximately $161 million larger than 
the estimate shown in Table V1.7 
including the credibility adjustment. 
The mid-range estimated rebate in the 
small group market would be $292 
million, $66 million larger than the 
estimate in Table VL8, and the mid- 
range estimate for the large group 
market would be $178 million, $57 
million larger than the estimate in Table 
VI.9. As described elsewhere in this 
preamble, the Department has 
concluded that the credibility 
adjustment as proposed will best 
balance the goals of providing value to 
consumers assuring that issuers with 
relatively few subscribers will be able to 
function effectively. 

2. Federal Taxes 

As described elsewhere in this 
preamble, after considering the NAIC’s 
recommendation on treatment of 
Federal taxes in the denominator of the 
MLR calculation, HHS has decided to 
certify and adopt it in full. An 
alternative would have been to adopt a 
narrower definition of the Federal taxes 
to be excluded. If the Department had 
decided that payroll and Social Security 
taxes should be included in the 
denominator, rather than excluded from 
the denominator as provided in this 
interim final regulation, the estimated 
rebate in the mid-range scenario in the 


individual market would have been 
$552 million, or $31 million higher than 
in the estimate shown in Table VI.7. 
Similarly, the effect of this regulatory 
alternative in the small group and large 
group markets would have been to 
increase the estimated rebate by $9 
million in each of these two markets. As 
described elsewhere in this preamble, 
the Department has concluded that 
excluding payroll taxes and Social 
Security taxes from the denominator 
balances the legitimate needs of insurers 
with the needs of consumers. 

3. Quality Improvii^ Activities 

Section 2718(a)(2) of the PHS Act 
requires health insurance issuers to 
submit an annual report to the Secretary 
concerning the percent of total premium 
revenue that is spent on activities that 
improve health care quality, and Section 
2718(c) of the PHS Act directs the NAIC, 
subject to certification by the Secretary, 
to establish uniform definitions of 
activities that improve health care 
quality. 

As discussed elsewhere in this 
preamble, the NAIC recommended 
definitions of quality improving 
activities that are consistent with the 
categories set forth in Section 2717 of 
the PHS Act. After considering the 
NAIC’s recommendation on the 
definition of quality improving 
activities, HHS has decided to certify 
and adopt it in full. As discussed 
elsewhere in this preamble, potential 
alternatives would have been to adopt 
narrower or broader definitions of 
quality improving activities. These 
distinctions can be made based on the 
criteria for selecting quality improving 
activities and/or the specific types of 
activities included in the definition. 

This interim final regulation defines 
quality-improving activities as being 
grounded in evidence-based medicine, 
designed to improve the quality of caro 
received by an cnrollec. and capable of 
being objectively measured and 
producing verifiable results and 
achievements. A narrower definition 
might include only evidence-based 
quality improving initiatives, while 
excluding activities that have not been 
demonstrated to improve quality. 
Similarly, a narrower definition would 
not allow for inclusion of future 
innovations before data are available 
demonstrating their effectiveness. 

Conversely, a broader definition 
might allow additional types of 
administrative expenses to be counted 
as activities that improve quality — such 
as network fees associated with third 
party provider networks or costs 
associated with converting International 
Classification of Disease (ICD) code sets 


from ICD-9 to ICD-10. As discussed 
elsewhere in this preamble, while the 
Department agrees that certain 
administrative expenses should not be 
counted as quality improving, some 
traditional administrative activities can 
qualify as quality improving if they 
meet the criteria set forth in this interim 
final regulation. 

The Department does not have data 
available to estimate the effects of 
alternative definitions of quality 
improving activities on MLRs, although 
it should be clear that if a broader 
definition of quality improving 
activities had been adopted that 
estimated rebates would be smaller, and 
if a narrowed definition had been 
adopted, estimated rebates would be 
larger. 

4. Level of Aggregation 

As discussed elsewhere in this 
preamble, the NAIC could have 
recommended that MLRs be aggregated 
to the national level for muiti-State 
companies, rather than be calculated 
separately in each State. If MLRs were 
calculated at the national level for 
muUi-State companies, estimated 
rebates in the individual market in the 
mid-range scenario would have been 
$461 in 2011, or $60 million less than 
the estimates provided in Table VI.7. 

The estimated effects of national-level 
aggregation on the small group and large 
group markets are proportionally larger: 
in the small group market, estimated 
rebates in the mid-range scenario fall 
from S228 million to $97 million in 
2011, and in the large group market, 
from $121 to $42 million. 

Requiring issuers to aggregate their 
individual, small group and large group 
experience at the national level, rather 
than by State could reduce the 
administrative burden associated with 
these requirements because nearly a 
third of the issuers that would be 
affected by the requirements of this 
interim final regulation offer coverage in 
multiple States. For example, under the 
Department’s mid-range estimates, the 
estimated number of MLR reports to the 
Secretary would decrease by 29 percent 
(from 3,317 to 972), and the estimated 
one-time and annual ongoing costs 
associated with MLR reporting would 
decrease by approximately 49 percent 
compared with what is shown in Table 
VI.IO. 

Because insurance is regulated 
primarily at the State level, and because 
it is important for consumers in each 
State to receive value for their insurance 
premium, the Department has 
concluded that MLRs should be 
calculated at the issuer/market/State 
level, rather than aggregating results to 
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the national level. After considering the 
NAIC’s recommendation on the level of 
aggregation for purposes of MLR 
reporting and rebate calculation, HHS 
has decided to certify and adopt it in 
full. 

We welcome comments on the likely 
costs and benefits of this rule as 
presented, on alternatives that would 
improve the consumer and small 
business purchaser information to be 
provided, and on our quantitative 
estimates of burden, 

D. Regulatory Flexibility Act 

The Regulatory Flexibility Act (RFA) 
requires agencies that issue a regulation 
to analyze options for regulatory relief 
of small businesses if a rule has a 
significant impact on a substantial 
number of small entities. The RFA 
generally defines a “small entity as 
(!) a proprietary firm meeting the size 
standards of the Small Business 
Administration (SBA), (2) a nonprofit 
organization that is not dominant in its 
field, or (3) a small government 
jurisdiction with a population of less 
than 50,000 (States and individuals are 
not included in the definition of “small 
entity”). HHS uses as its measure of 
significant economic Impact on a 
substantial number of small entities a 
change in revenues of more than 3 to 5 
percent. 

The Regulatory Flexibility Act only 
requires an analysis to be conducted for 
those final rules for which a Notice of 
Proposed Rule Making was required. 
Accordingly, we have determined that a 
regulatory flexibility analysis is not 
required for this interim final rule. 
However, the Department has 
considered the likely impact of this 
interim final rule on small entities. 

As discussed in the Web Portal 
interim final rule (75 FR 24481), HHS 
examined the health insurance industry 
in depth in the Regulatory Impact 
Analysis we prepared for the proposed 
rule on establishment of the Medicare 
Advantage program (69 FR 46866, 
August 3, 2004). In that analysis the 
Department determined that there were 


few if any insurance firms underwriting 
comprehensive health insurance 
policies (in contrast, for example, to 
travel insurance policies or dental 
discount policies) that fell below the 
size thresholds for “small” business 
established by the SBA (currently S7 
million in annual receipts for health 
insurers). 23 

The Itepartment has used the data set 
created from 2009 NAIC Health and Life 
Blank annual financial statement data to 
develop an updated estimate of the 
number of small entities that offer 
comprehensive major medical coverage 
In the individual and small group 
markets, and are therefore subject to the 
MLR reporting rwjuirements. For 
purposes of this analysis, the 
Department is using total Accident and 
Health (A&H) earned premiums as a 
proxy for annual receipts. These 
estimates may overstate the actual 
number of small health insurance 
issuers that would be affected, since 
they do not include receipts from these 
companies' other lines of business. 

The Department estimates that there 
are 28 small entities with less than $7 
million in A&H earned premiums that 
offer individual or group comprehensive 
major medical coverage, and would 
therefore be subject to the requirements 
of this interim final regulation. These 
small entities account for 6 percent of 
the estimated 442 total issuers that the 
Department estimates will be affected by 
these requirements. The Department 
estimates that 86 percent of these small 
issuers are subsidiaries of larger carriers, 
75 percent only offer coverage in a 
single Slate, 68 percent only offer 
individual or group comprehensive 
coverage in a single market, 46 percent 
also offer other types of A&H coverage, 
and 29 percent are Life Blank filers. 

As discussed elsewhere in this 
preamble. Section 2718(c) of the PHS 
Act directed the NAIC to take the 
special circumstances of small plans 


“Table of Size Standards Matched To North 
American tndustry Classification System Codes,” 
effective November 5. 2010. U.S. Smalt Business 
Administration, available at http://www.sba.^v. 


into account in developing uniform 
definitions and calculation 
methodologies relating to the data being 
reported to the Secretary in Section 
2718(a). This has been accomplished 
through the credibility adjustment, 
which provides that issuers with non- 
credible experience in a given market, 
based on definitions established by the 
NAIC, are not required to provide any 
rebate to enrollees in that State/market 
because the issuer does not insure a 
sufficiently large number of lives to 
yield a statistically valid MLR. 
Additionally, issuers with partially 
credible experience in a given State/ 
market are allowed to make a credibility 
adjustment to their MLR during that 
year. 

The Department estimates that the 28 
small issuers that are subject to the 
requirements of this interim final 
regulation offer individual and group 
coverage through 73 licensed entities 
(company/State combinations). For 
example, the Department estimates that 
all of the total 85 company/State/market 
combinations offered by small entities 
will be either non-crcdible (92 percent) 
or partially credible (8 percent) in 2011. 

The Department estimates that small 
entities will owe approximately 
$435,000 to $656,000 in rebates in 2011, 
accounting for 0.5 to 0.7 percent of their 
total A&H premiums during that year. 

By comparison, the Department 
estimates that small entities will owe 
approximately $1.8 to $3.0 million in 
rebates in 2013, accounting for 1.9 to 2.9 
percent of their total A&H premiums 
during that year. 

Additionally, the Department 
estimates that small entities will spend 
$44,656 to $62,518 per issuer in one- 
time costs (accounting for 1.3 to 1.9 
percent of their total A&H premiums), 
and $10,240 to $14,031 per issuer in 
annual ongoing costs (accounting for 0.3 
to 0.4 percent of their total A&H 
premiums) related to the MLR reporting, 
record retention, and rebate payment 
and notification requirements. 

SiLLING CODE 41S0-0S-I> 
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As discussed earlier, the Department 
believes that these estimates overstate 
the number of small entities that will be 
affected by the requirements in this 
interim final regulation, as well as the 
relative impact of these requirements on 
these entities because the Department 
has based its analysis on issuers’ total 
A&H earned premiums (rather than their 
total annual receipts). Therefore, the 
Secretary certifies that those interim 
final regulations will not have 
significant impact on a substantial 
number of small entities. In addition, 
section 1102(b) of the Social Security 
Act requires us to prepare a regulatory 
impact analysis if a rule may have a 
significant economic impact on the 
operations of a substantial number of 
small rural hospitals. This analysis must 
conform to the provisions of section 604 
of the RFA. This interim final rule 
would not affect small rural hospitals. 
Therefore, the Secretary has determined 
that this rule would not have a 
significant impact on the operations of 
a substantial number of small rural 
hospitals. 

E. Unfunded Mandates Reform Act 

Section 202 of the Unfunded 
Mandates Reform Act of 1995 (UMRA) 
requires that agencies assess anticipated 
costs and benefits before issuing any 
rule that includes a Federal mandate 
that could result in expenditure in any 
one year by State, local or tribal 
governments, in the aggregate, or by the 
private sector, of $100 million in 1995 
dollars, updated annually for inflation. 
In 2010, that threshold level is 
approximately $135 million. 

UMRA does not address the total cost 
of a rule. Rather, it focuses on certain 
categories of cost, mainly those “Federal 
mandate” costs resulting from: (1) 
Imposing enforceable duties on State, 
local, or tribal governments, or on the 
private sector; or (2) increasing the 
stringency of conditions in. or 
decreasing the funding of, State, local, 
or tribal governments under entitlement 
prowams. 

This interim final regulation is not 
subject to the Unfunded Mandates 
Reform Act, because it is being issued 
as an interim final regulation. However, 
consistent with policy embodied in 
UMRA, this interim final regulation has 
been designed to be the least 
burdensome alternative for State, local 
and tribal governments, and the private 
sector while achieving the objectives of 
the Affordable Care Act. 

This interim final regulation contains 
MLR reporting, data retention and 
rebate notification and payment 
requirements for private sector firms (for 
example, health insurance issuers 


offering coverage in the individual and 
group markets), but the^ will not cost 
more than the approximately S32 
million to $68 million in one-time 
administrative costs, and $11 'million to 
$29 million in annual ongoing 
administrative costs related to 
complying with the requirements of this 
interim final regulation that we have 
estimated. This interim final rule also 
contains requirements related to rebates 
paid by issuers to enrollees for coverage 
offered in the individual, small group, 
and large group markets that does not 
meet the minimum MLR standards. The 
Department’s estimates that 
approximately 2.8 million to 9.6 million 
enrollees could receive $0.6 to $1.8 
billion in rebates during any individual 
year between 2011 and 2013. It includes 
no mandates on State, local, or tribal 
governments. Under Section 2718 of the 
Affordable Care Act, issuers are required 
to submit MLR data reports directly to 
the Secretary. States may voluntarily 
choose to review the MLR data that 
issuers submit through the NAIC 
supplemental blank; develop or modify 
their regulations relating to MLR 
definitions and calculation 
methodologies, reporting and rebates; 
request adjustments of the 80 percent 
individual market minimum MLR 
threshold under the destabilization 
policy; or modify their audit 
methodologies to include a more 
comprehensive review of MLR data 
reported under Section 2718. However, 
if they choose not to do so, the Secretary 
has direct enforcement authority 
relating to this provision. Thus, the law 
and this regulation do not impose an 
unfunded mandate on States. 

F. Federalism 

Executive Order 13132 establishes 
certain requirements that an agency 
must meet when it promulgates a 
proposed rule (and subsequent final 
rule) that imposes substantial direct 
requirement costs on State and local 
governments, preempts State law, or 
otherwise has Federalism implications. 
In the Department’s view, while this 
interim final rule does not impose 
substantial direct requirement costs on 
State and local governments, this 
interim final regulation has Federalism 
implications due to direct effects on the 
distribution of power and 
responsibilities among the State and 
Federal governments relating to 
determining and enforcing minimum 
MLR standards, reporting and rebate 
requirements relating to coverage that 
State-licensed health insurance issuers 
offer in the individual and group 
markets. 


However, the Department anticipates 
that the Federalism implications (if any) 
are substantially mitigated because the 
Affordable Care Act does not provide 
any role for the States in terms of 
receiving or analyzing the data or 
enforcing the requirements of Section 
2718 of the PHS Act. The enforcement 
provisions of this interim final rule state 
that the Secretary has enforcement 
authority and does not require the States 
to do anything, The States already 
require issuers to report the NAIC 
Annual Statement (Blanks) and audit 
those data. The regulation does 
contemplate that if a State includes 
MLR in Us audit of issuers, the Secretary 
has the discretion to accept that audit. 
But, again, the regulation does not 
require the States to do anything and, in 
fact, it is not clear that we even have 
statutory authority to require them to do 
anything with respect to the MLR. It is 
HHS' responsibility to do the audits and 
enforce the statutory requirements. 

States may continue to apply State 
law requirements except to the extent 
that such requirements prevent the 
application of the Affordable Care Act 
requirements that are the subject of this 
rulemaking. State insurance laws that 
are more stringent than the Federal 
requirements are unlikely to “prevent 
the application of' the Affordable Care 
Act. and be preempted. Additionally, 
States have an opportunity to request 
adjustments of the 80 percent individual 
market minimum MLR threshold under 
the destabilization policy, subject to the 
Secretary’s approval. Accordingly. 

States have significant latitude to 
impose requirements on health with 
respect to health insurance issuers, 
insurance issuers that are more 
restrictive than the Federal law. 

In compliance with the requirement 
of Executive Order 13132 that agencies 
examine closely any policies that may 
have Federalism implications or limit 
the policy making discretion of the 
States, the Department has engaged in 
efforts to consult with and work 
cooperatively with affected States, 
including participating in conference 
calls with and attending conferences of 
the National Association of Insurance 
Commissioners, and consulting with 
State insurance officials on an 
individual basis. 

Throughout the process of developing 
this interim final regulation, to the 
extent feasible within the specific 
preemption provisions of HIPAA as it 
applies to the Affordable Care Act, the 
Department has attempted to balance 
the States’ interests in regulating health 
insurance issuers, and Congress’ intent 
to provide uniform minimum 
protections to consumers In every State. 
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By doing so. it is the Department’s view 
that we have complied with the 
requirements of Executive Order 13132. 
Pursuant to the requirements set forth in 
section 8{a) of Executive Order 13132, 
and by the signatures affixed to this 
regulation, the Department certifies that 
the Office of Consumer Information and 
Insurance Oversight has complied with 
the requirements of Executive Order 
13132 for the attached interim final 
regulation in a meaningful and timely 
manner. 

G. Congressional Review Act 

This interim final regulation is subject 
to the Congressional Review Act 
provisions of the Small Business 
Regulatory Enforcement Fairness Act of 
1996 (5 U.S.C. 801 et seq.) and have 
been transmitted to Congress and the 
Comptroller General for review. 

In accordance with the provisions of 
Executive Order 12866, this interim 
final rule was reviewed by the Office of 
Management and Budget. 

List of Subjects in 45 CFR Part 15S 

Administrative practice and 
procedure. Claims, Health care, Health 
insurance. Health plans, Penalties, 
Reporting and recordkeeping 
requirements, 

■ For the reasons stated in the preamble, 
the Department of Health and Human 
Services amends 45 CFR subtitle A, 
subchapter B, by adding a new part 158 
to read as follows: 

PART 1 58— ISSUER USE OF PREMIUM 
REVENUE; REPORTING AND REBATE 
REQUIREMENTS 

Sac. 

156.101 Basis and scope. 

158.102 Applicability. 

156.103 Definitions. 

Subpart A — Disclosure and Reporting 
158.110 Reporting requirements related to 
premiums and expenditures. 

158.120 Aggregate reporting. 

158.121 Newer experience. 

158.130 Premium revenue, 

158.140 Reimbursement for clinical 

services provided to enrollees. 

158.150 Activities that improve health care 
quality. 

158.151 Expenditures related to Health 
Information Technology and meaningful 
use requirements. 

158.160 Other non-claims costs. 

158.161 Reporting of Federal and State 
licensing and regulatory fees. 

158.162 Reporting of Federal and State 
taxes. 

158,170 Allocation of expenses. 

Subpart B — Calculating and Providing the 
Rebate 

158,210 Minimum medical loss ratio. 
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158.211 Re^iiiement in Stetes with a 
higher medical loss ratio. 

158.220 A^regation of date in calculating 
an issuer’s medical loss ratio. 

158.221 Formula for calculating an issuer's 
medical less ratio. 

158.230 Qedibility adjustment. 

158.231 life-years used to determine 
credible mcpeiience. 

158.232 Calculating the credibility 
adjustment. 

158.240 Rebating premium if the applicable 
medical loss ratio standard is not met. 

158.241 Form of rebate. 

158.242 Recipients of rotates. 

158.243 Oe minimis rebates. 

158.244 Unclaimed rebates. 

158.250 Notice of r^»tes. 

158.260 Reporting of rebates. 

158.270 Effect of rebate payments on. 

solvency. 

Subpart C — Potential Adjustment to the 

MLR for a State's Individual Market 

1 58. 301 Standard for adjustment to the 
medical loss ratio. 

158.310 Who may request adjustment to the 
medical toss ratio. 

158.311 Duration of adjustment to the 
medical loss ratio. 

158.320 Information supporting a request 
fer adjustment to the medical loss ratio. 

138.321 information regarding the State's 
individual health insurance market. 

1 58.322 Proposal for adjusted medical loss 
ratio. 

158.323 State contact information. 

158.330 Criteria for assessing request for 

adjustment to the medical loss ratio. 

158.340 Process for submitting request for 
adjustment to the medical loss ratio. 

158.341 Treatment as a public document. 

158.342 Invitation for public comments, 

156.343 Optional State hearing. 

158.344 Secretary’s discretion to hold a 
hearing. 

158.345 Determination on a State's request 
for adjustment to the medical loss ratio. 

158-346 Request for reconsideration. 

158.350 Suteequent requests for adjustment 
to the medical loss ratio. 

Subpart D — HHS Enforcement 

158.401 HHS enforcement. 

138.402 Audits. 

158.403 Circumstances in which a State is 
conducting audits of issuers. 

Subpart E — Additionai Requirements on 

Issuers 

158.501 Access to facilities and records. 

158.502 Maintenance of records. 

Subpart F— Federal Civil Penalties 

158.601 General rule regarding the 
imposition of civil penalties. 

158.602 Basis for imposing civil penalties. 

158.603 Notice to responsible entities. 

158.604 Request for extension. 

158.605 Responses to allegations of 
noncompliance, 

158.606 Amount of penalty — general. 

158.607 Factors HHS uses to determine the 
amount of penalty, 

158.608 Determining the amount of the 
penalty — mitl^ting circumstances. 


158.609 Determining the amount of the 
penalty — aggravating circumstances. 

158.610 Determining the amount of the 
penalty — other matters as justice may 
require. 

158.611 Settlement authority. 

158.612 Limitations on penaltie.s. 

158.613 Notice of proposed penalty, 

158.614 Appeal of proposed penalty. 

158.615 Failure to request a hearing. 
Authority: Section 2718 of the Public 

Health Service Act (42 U.S.C. 300gg-18. as 
amended.) 

§ 158.101 Basis and scope. 

(a) Basis. This Part implements 
section 2718 of the Public Health 
Service Act {PHS Act). 

(b) Scope. Subpart A of this Part 
establishes the requirements for health 
insurance issuers (“issuers”) offering 
group or individual health insurance 
coverage to report information 
concerning premium revenues and the 
use of such premium revenues for 
clinical services provided to enrollees, 
activities that improve health care 
quality, and all other non-claims costs. 
Subpart B describes how this 
information will be used to determine, 
with respect to each medical loss ratio 
(MLR) reporting year, whether the ratio 
of the amount of adjusted premium 
revenue expended by the issuer on 
permitted costs to the total amount of 
adjusted premium revenue (MLR) meets 
or exceeds the percentages established 
by section 2718(b)(1) of the PHS Act. 
Subpart B also addresses requirements 
for calculating any rebate amounts that 
may be due in the event an issuer does 
not meet the applicable MLR standard. 
Subpart C implements the provision of 
section 2718(b)(A)(ii) of the PHS Act 
allowing the Secretary to adjust the 
MLR standard for the individual market 
in a State if requiring issuers to meet 
that standard may destabilize the 
individual market, Subparts D through F 
provide for enforcement of this part, 
including requirements for issuers to 
maintain records and civil monetary 
penalties that may be asse.ssed against 
issuers who violate the requirements of 
this Part, 

§ 1 58.102 Applicability. 

General reguiremenfs. The 
requirements of this Part apply to 
issuers offering group or individual 
health insurance coverage, including a 
grandfathered health plan as defined in 
§ 147.140 of this subpart. 

§158.103 Definitions. 

For the purposes of this Part, the 
following definitions apply unless 
specified otherwise. 

Contract reserves means reserves that 
are established by an issuer which, due 
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to the gross premium pricing structure 
at issue, account for the value of the 
future benefits that at any time exceeds 
the value of any appropriate future 
valuation of net premiums at that time. 
Contract reserves must not include 
premium deficiency reserves. Contract 
reserves must not include reserves for 
expected MLR rebates. 

Direct paid claims means claim 
pa 3 nnents before ceded reinsurance and 
excluding assumed reinsurance except 
as otherwise provided in this Part. 

EnroIIee means an individual who is 
enrolled, within the meaning of 
§ 144.103 of this title, in group health 
insurance coverage, or an individual 
who is covered by individual insurance 
coverage, at any lime during an MLR 
reporting year. 

Experience rating refund means the 
return of a portion of premiums 
pursuant to a retrospectively rated 
funding arrangement when the sum of 
incurred losses, retention and margin 
are less than earned premium. 

Group conversion charges means the 
portion of earned premium allocated to 
providing the privilege for a certificate 
holder terminated from a group health 
plan to purchase individual health 
insurance without providing evidence 
of insurability. 

Health Plan means health insurance 
coverage offered through cither 
individual coverage or a group health 
plan. 

Individual market has the meaning 
given the term in section 2791(o)(l) of 
the PHS Act and section 1304(a}{2) of 
the Affordable Care Act. 

Large Employer has the meaning 
given the term in section 2791fo)(2} of 
the PHS Act and section 1304{b)(l) of 
the Affordable Care Act, except that as 
provided by section 1304(b)(3) of the 
Affordable Caro Act, until 2016 a State 
may substitute “51” employees for “101” 
employees in the definition. 

Large group market has the meaning 
given the term in section 2791(e)(3) of 
the PHS Act and section 1304(a)(3) of 
the Affordable Care Act. 

MLR reporting year means a calendar 
year during which group or individual 
health insurance coverage is provided 
by an issuer. 

Multi-State blended rate means a 
single rate charged for health insurance 
coverage provided to a single employer 
through two or more of an issuer’s 
affiliated companies for employees in 
two or more States. 

Policyholder means any entity that 
has entered into a contract with an 
issuer to receive health insurance 
coverage as defined in section 2791(b) of 
the PHS Act. 


Situs of the contract means the 
jurisdiction in which the contract is 
issued or delivered as stated in the 
contract. 

Small Employer has the meaning 
given the term in section 2791(e)(4) of 
the PHS Act and s^ion 1304(b)(2) of 
the Affordable Care Act, except that as 
provided by section 1304(b)(3) of the 
Affordable Care Act, until 2016 a State 
may substitute “50” employees for “100” 
employees in the definition. 

Small group market has the meaning 
in section 2791(e)(5) of the PHS Act and 
section 1 304(a)(3) of the Affordable Care 
Act. 

Subscriber refers to both the group 
meirket and the individual market. In the 
group market, subscriber means the 
individual, generally the employee, 
whose eligibility is the basis for the 
enrollment in the group health plan and 
who is responsible for the payment of 
premiums. In the individual market, 
subscriber means the individual who 
purchases an individual policy and who 
is responsible for the payment of 
premiums. 

Unearned premium means that 
portion of the premium paid in the MLR 
reporting year that is intended to 
provide coverage during a period which 
extends beyond the Ml^ reporting year. 

Unpaid Claim Reserves means 
reserves and liabilities established to 
account for claims that were incurred 
during the MLR reporting year but had 
not been paid within 3 months of the 
end of the MLR reporting year. 

Subpart A'—Disciosure and Reporting 

§ 156.110 Reporting requirements related 
to premiums and expenditures. 

(a) General requirements. For each 
MLR reporting year, an issuer must 
submit to the Secretary a report which 
complies with the requirements of this 
Part, concerning premium revenue and 
expenses related to the group and 
individual health insurance coverage 
that it issued. 

(b) Timing and form of report. (1) 
Except as provided in paragraph (b)(2) 
of this section, the report for each MLR 
reporting year must be submitted to the 
Secretary by June 1 of the year following 
the end of an MLR reporting year, on a 
form and in the manner prescribed by 
the S«:retary. 

(2) An issuer that reports its 
experience separately under 
§ 158.120(d)(3) or (4) of this subpart 
must submit a report for each quarter of 
the 2011 MLR reporting year, on the 
same form and in the same manner as 
described in paragraph (b)(1) of this 
section, as follows: 

(i) By May 1 for the quarter ending 
March 31; 


(ii) By August 1 for the quarter ending- 
June 30; and 

(ii) By November 1 for the quarter 
ending September 30. 

(c) Transfer of Business. Issuers that 
purchase a line or block of business 
from another issuer during an MLR 
reporting year are responsible for 
submitting the information and reports 
required by this Part for the assumed 
business, including for that part of the 
MLR reporting year that was prior to the 
purchase. 

§158.120 Aggregate reporting. 

(a) General requirements. For 
purposes of submitting the report 
required in § 158.110 of this subpart, the 
issuer must submit a report for each 
State in which it is licensed to issue 
health insurance coverage dial includes 
the experience of all policies issued in 
the State during the MLR reporting year 
covered by the report. The report must 
aggregate data for each entity licensed 
within a Slate, aggregated separately for 
the large group market, the small group 
market and the individual market. 
Experience with respect to each policy 
must be included on the report 
submitted with respect to the State 
where the contract was issued, except as 
specified in § 158.120(d) of this subpart. 

(b) Group Health Insurance Coverage 
in Multiple States. Group coverage 
issued by a single issuer that covers 
employees in multiple States must be 
attributed to the applicable State based 
on the situs of the contract. Group 
coverage issued by multiple affiliated 
issuers that covers employees in 
multiple States must be attributed by 
each issuer to each State based on the 
situs of the contract. 

(c) Group Health Insurance Coverage 
With Dual Contracts. Where a group 
health plan involves health insurance 
coverage obtained from two affiliated 
issuers, one providing in-network 
coverage only and the second providing 
out-of-network coverage only, solely for 
the purpose of providing a group health 
plan that offers both in-network and 
out-of-network benefits, experience may 
be treated as if it were all related to the 
contract provided by the in-network 
issuer. However, if the issuer chooses 
this method of aggregation, it must 
apply it for a minimum of 3 MLR 
reporting years. 

(d) Exceptions. (1) For individual 
market business sold through an 
association, the experience of the issuer 
must be included in the State report for 
the State that has |urisdiction over the 
certificate of coverage. 

(2) For employer business issued 
through a group trust or multiple 
employer welfare association, the 
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experience of the issuer must be 
included in the State report for the State 
where the employer or the association 
has its principal place of business. 

(3) For the 2011 MLR reporting year, 
an issuer with policies that have a total 
annual limit of $250,000 or less must 
report the experience from such policies 
separately from other policies. 

(4) For the 2011 MLR reporting year, 
an issuer %vith group policies that 
provide coverage for employees working 
outside their country of citizenship, 
employees working outside of their 
country of citizenship and outside the 
employer’s country of domicile, and 
citizens working in their home country, 
must aggregate the experience from 
these policies but report the experience 
from such policies separately from other 
policies. 

§158.121 Newer experience. 

If, for any aggregation as defined in 
§ 158.120, 50 percent or more of the 
total earned premium for an MLR 
reporting year is attributable to policies 
newly issued and with less than 12 
months of experience in that MLR 
reporting year, then the experience of 
these policies may be excluded from the 
report required under § 158.110 of this 
subpart for that same MLR reporting 
year. If an issuer chooses to defer 
reporting of newer business as provided 
in this section, then the excluded 
experience must be added to the 
experience reported in the following 
MLR reporting year. 

§156.130 Premium revenue. 

(a) General requirements. An issuer 
must report to the Secretary earned 
premium for each MLR reporting year. 
Earned premium means ail monies paid 
by a policyholder or subscriber as a 
condition of receiving coverage from the 
issuer, including any fees or other 
contributions associated with the health 
plan. 

(1} Earned premium is to be reported 
on a direct basis except as provided in 
paragraph {bl of this section. 

(2) All earned premium for policies 
issued by one issuer and later assumed 
by another issuer must be reported by 
the assuming issuer for the entire MLR 
reporting year during which the policies 
were assumed and no earned premium 
for that MLR reporting year must be 
reported by the ceding issuer. 

(3) Reinsured earned premium for a 
block of business that was subject to 
indemnity reinsurance and 
administrative agreements effective 
prior to March 23, 2010, for which the 
assuming entity is responsible for 100 
percent of the ceding entity’s financial 
risk and takes on all of the 


administration of the block, must be 
reported by the assuming issuer and 
must not be reported by the ceding 
issuer. 

(b) Adjustments. Earned premium 
must include adjustments to: 

(1) Account for ^sessments paid to or 
subsidies received from Federal and 
State high risk pools. 

(2) Account for portions of premiums 
associated with group conversion 
charges. 

(3) Account for any experience rating 
rounds paid or received, excluding any 
rebate paid based upon an issuer’s MLR. 

(4) Account for unearned premium. 

§158.140 Reimbursement for ciinicai 
services provided to enroliees. 

(a) General requirements. The report 
required in § 158.110 of this subpart 
must include direct claims paid to or 
received by providers, including under 
capitation contracts with physicians, 
whose services are covered by the 
policy for clinical services or supplies 
covered by the policy. In addition, the 
report must include claim reserves 
associated with claims incurred during 
the MLR reporting year, the change in 
contract reserves, reserves for 
contingent benefits and the claim 
portion of lawsuits, and any experience 
rating refunds paid or received. 
Reimbursement for clinical services as 
defined in this section are referred to as 
“incurred claims.” 

(1) If there are any group conversion 
charges for a health plan, the conversion 
charges must be subtracted from the 
incurred claims for the aggregation that 
includes the conversion policies and 
this same amount must be added to the 
incurred claims for the aggregation that 
provides coverage that is intended to be 
replaced by the conversion policies. 

(2) Incurred claims must include 
changes in unpaid claims between the 
prior year’s and the current year’s 
unpaid claims reserves, including 
claims reported in the process of 
adjustment, percentage withholds from 
payments made to contracted providers, 
claims that are recoverable for 
anticipated coordination of benefits 
(COB), and claim recoveries received as 
a result of subrogation. 

(3) Incurred claims must include the 
change in claims incurred but not 
reported from the prior year to the 
current year. Except where Inapplicable, 
the reserve should be based on past 
experience, and modified to reflect 
current conditions such as changes in 
exposure, claim frequency or severity. 

(4) Incurred claims must include 
changes in other cJaims-related reserves. 

(5) Incurred claims must include 
experience rating refunds and exclude 


rebates paid as required by § 158.240 
based upon prior MLR reporting year 
experience. 

(b) Adjustments to incurred claims. 

(1) Adjustments that must be deducted 
from incurred claims: 

(1) Prescription drug rebates received 
by the issuer. 

(ii) Overpayment recoveries received 
from providers. 

(2) Adjustments that may be included 
in incurred claims: 

(i) Market stabilization payments or 
receipts by issuers that are directly tied 
to claims incurred and other claims 
based or census based assessments, 

(ii) State subsidies based on a stop- 
loss pa5Tnent methodology. 

(iii) The amount of incentive and 
bonus payments made to providers. 

(3) Adjustments that must not be 
included in incurred claims: 

(i) Amounts paid to third party 
vendors for secondary network savings. 

(ii) Amounts paid to third party 
vendors for network development, 
administrative fees, claims processing, 
and utilization management. For 
example, if an issuer contracts with a 
behavioral health, chiropractic network, 
or high technology radiology vendor, or 
a pharmacy benefit manager, and the 
vendor reimburses the provider at one 
amount but bills the issuer a higher 
amount to cover its network 
development, utilization management 
costs, and profits, then the amount that 
exceeds the reimbursement to the 
provider must not be included in 
incurred claims. 

(iii) Amounts paid, including 
amounts paid to a provider, for 
professional or administrative services 
that do not represent compensation or 
reimbursement for covered services 
provided to an enroUee. For example, 
medical record copying costs, attorneys’ 
fees, subrogation vendor fees, 
compensation to paraprofessionals, 
janitors, quality assurance analysts, 
administrative supervisors, secretaries 
to medical personnel and medical 
record clerks must not be included in 
incurred claims. 

(4) Adjustments that can be either 
included in or deducted from incurred 
claims: 

(i) Payment to and from unsubsidized 
State programs designed to address 
distribution of health risks across 
issuers via charges to low risk issuers 
that are distributed to high risk issuers 
must be included in or dedxicted from 
incurred claims, as applicable. 

(ii) [Reserved] 

(5) Other adjustments to incurred 
claims: 

(i) Affiliated issuers that offer group 
coverage at a blended rate may choose 
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whether to make an adjustment to each 
affiliate's incurred claims and activities 
to improve health care quality, to reflect 
the experience of the issuer with respect 
to the employer as a whole, according 
to an objective formula that will be 
defined prior to January 1, 2011, so as 
to result in each affiliate having the 
same ratio of incurred claims to earned 
premium for that employer group for the 
MLR reporting year as the ratio of 
incurred claims to earned premium 
calculated for the employer group in the 
aggregate. 

(ii) [Reserved! 

§ 1 58.1 SO Activities that improve heaith 
care quality. 

(a) Genera/ requirements. The report 
required in § 158.110 of this subpart 
must include expenditures for activities 
that improve health care quality, as 
described in this section. 

(b) Activity requirements. Activities 
conducted by an issuer to improve 
quality must meet the following 
requirements: 

(1) The activity must be designed to: 

(1) Improve health quality. 

(ii) Increase the likelihood of desired 
health outcomes in ways that are 
capable of being objectively measured 
and of producing verifiable results and 
achievements. 

(iii) Be directed toward individual 
enrollees or incurred for the benefit of 
specified segments of enrollees or 
provide health improvements to the 
population beyond those enrolled in 
coverage as long as no additional costs 
are incurred due to the non>enroHees. 

(iv) Be grounded in evidence-based 
medicine, widely accepted best clinical 
practice, or criteria issued by recognized 
professional medical associations, 
accreditation bodies, government 
agencies or other nationally recognized 
health care quality organizations. 

(2) The activity must be primarily 
designed to: 

(i) Improve health outcomes including 
increasing the likelihood of desired 
outcomes compared to a baseline and 
reduce health disparities among 
specified populations. 

(A) Examples include the direct 
interaction of the issuer (including those 
services delegated by contract for which 
the issuer retains ultimate responsibility 
under the insurance policy), providers 
and the enrollee or the cnrollee’s 
representative (for example, face-to-face, 
telephonic, web-based interactions or 
other means of communication) to 
improve heaith outcomes, including 
activities such as: 

(I) Effective case management, care 
coordination, chronic disease 
management, and medication and care 


compliance initiative including 
through the use of the medical homes 
model as defined in section 3606 of the 
Affordable Care Act. 

{2) Identifying and addressing ethnic, 
cultural or mci^ disparities in 
effectiveness of identified best clinical 
practices and evidence based medicine. 

(5) Quality reporting and 
documentation of care in non-electronic 
format. 

(4) Health information technology to 
support these activities. 

(^ Accreditation fees directly related 
to quality of care activities. 

(B) [Reservedl 

(ii) Prevent hospital readmlssions 
through a comprehensive program for 
hospital discharge. Examples include; 

(A) Comprehensive discharge 
planning (for example, airanging and 
managing transitions from one setting to 
another, such as hospital discharge to 
home or to a rehabilitation center) in 
order to help assure appropriate care 
that will, in all likelihood, avoid 
readmission to the hospital; 

(B) Patient-centered education and 
counseling. 

(C) Personalized post-discharge 
reinforcement and counseling by an 
appropriate health care professional. 

(D) Any quality reporting and related 
documentation in non-electronic form 
for activities to prevent hospital 
readmission. 

(E) Health information technology to 
support these activities. 

(iii) Improve patient safety, reduce 
medical errors, and lower infection and 
mortality rales. 

(A) Examples of activities primarily 
designed to improve patient safety, 
reduce medical errors, and lower 
infection and mortality rates include: 

(1) The appropriate identification and 
use of best clinical practices to avoid 
harm. 

(2) Activities to identify and 
encourage evidence-based medicine in 
addressing independently identified 
and documented clinical errors or safety 
concerns, 

(5) Activities to lower the risk of 
facility-acquired infections. 

(4) Prospective prescription drug 
Utilization Review aimed at identifying 
potential adverse drug interactions. 

(5) Any quality reporting and related 
documentation in non-electronic form 
for activities that improve patient safety 
and reduce medical errors. 

(6) Health information technology to 
support these activities. 

(B) (Reservedl 

(iv) Implement, promote, and increase 
wellness and health activities: 

(A) Examples of activities primarily 
designed to implement, promote, and 


increase wellness and health activities, 
include — 

(J) Wellness assessments; 

{2) Wellness/lifestyle coaching 
programs designed to achieve specific 
and measurable improvements; 

(3) Coaching programs designed to 
educate individuals on clinically 
effective methods for dealing with a 
specific chronic disease or condition; 

(4) Public health education campaigns 
that are performed in conjunction with 
State or local health departments; 

(5) Actual rewards, incentives, 
bonuses, reductions in copayments 
(excluding administration of such 
programs), that are not already reflected 
in premiums or claims should be 
allowed as a quality improvement 
activity for the group market to the 
extent permitted by section 2705 of the 
PHS Act; 

(6) Any quality reporting and related 
documentation in non-electronic form 
for wellness and health promotion 
activities: 

(7) Coaching or education programs 
and health promotion activities 
designed to change member behavior 
and conditions (for example, smoking or 
obesity); and 

(S) Health information technology to 
support these activities. 

(B) (Resorvcdl 

(v) Enhance the use of health care 
data to improve quality, transparency, 
and outcomes and support meaning^I 
use of health information technology 
consistent with § 158.151 of this 
subpart. 

(c) Exclusions. Expenditures and 
activities that must not be included in 
quality improving activities are; 

(1) Those that are designed primarily 
to control or contain costs; 

(2) The pro rata share of expenses that 
are for lines of business or products 
other than those being reported, 
including but not limited to, those that 
are for or benefit self-funded plans; 

(3) Those which otherwise meet the 
definitions for quality improvement 
activities but which were paid for with 
grant money or other funding separate 
from premium revenue; 

(4) Those activities that can bo billed 
or allocated by a provider for care 
delivery and which are. therefore, 
reimbursed as clinical services; 

(5) Establishing or maintaining a 
claims adjudication system, including 
costs directly related to upgrades in 
health information technology that are 
designed primarily or solely to improve 
claims payment capabilities or to meet 
regulatory requirements for processing 
claims (for example, costs of 
implementing new administrative 
simplification standards and code sets 
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adopted pursuant to the Health 
Insurance Portability and 
Accountability Act (HIPAA), 42 U.S.C. 
1320d-2, as amended, including the 
new ICD-10 requirements); 

(6) That portion of the activities of 
health care professional hotlines that 
does not meet the definition of activities 
that improve health quality; 

(7) All retrospective and concurrent 
utilization review: 

(8) Fraud prevention activities, other 
than fraud detection/recovery expenses 
up to the amount recovered that reduces 
incurred claims; 

(9) The cost of developing and 
executing provider contracts and fees 
associated with establishing or 
managing a provider network, including 
fees paid to a vendor for the same 
reason; 

(10) Provider credentialing; 

(11) Marketing expenses; 

(12) Costs associated with calculating 
and administering individual enrollec 
or employee incentives; 

(13) That portion of prospective 
utilization that does not meet the 
definition of activities that improve 
health quality; and 

(14) Any function or activity not 
expressly included in paragraph (c) of 
this section, unless otherwise approved 
by and within the discretion of the 
Secretary, upon adequate showing by 
the issuer that the activity’s costs 
support the definitions and purposes in 
tills Part or otherwise support 
monitoring, measuring or reporting 
health care quality improvement. 

§1S8.1S1 Expenditures reiated to Health 
intormaUon Technology and meaningful 
use requirements. 

(a) Genera/ requirements. An issuer 
may include as activities that improve 
health care quality such Health 
Information Technology (HIT) expenses 
as are required to accomplish the 
activities allowed in § 158.150 of this 
subpart and that are designed for use by 
health plans, health care providers, or 
enroilees for the electronic creation, 
maintenance, access, or exchange of 
health information, as well as those 
consistent with Medicare and/or 
Medicaid meaningful use requirements, 
and which may in whole or in part 
improve quality of care, or provide the 
technological infrastructure to enhance 
current quality improvement or make 
new quality improvement initiatives 
possible by doing one or more of the 
following: 

(1) Making incentive payments to 
health care providers for the adoption of 
certified electronic health record 
technologies and their “meaningftil use” 
as defined by HHS to the extent such 
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payments are not Included in 
reimbureeraent for clinical services as 
defined in § 158.140 of this subpart; 

(2) Implementing systems to track and 
verify the adoption and meaningful use 
of certified electronic h^lth records 
technolc^ies by health care providers, 
including those not eligible for 
Medicare and M^icaid incentive 
payments: 

(3) Providing technical assistance to 
support adoption and meaningfri! use of 
certified electronic health records 
technologies; 

(4) Monitoring, measuring, or 
reporting clinicd effectiveness 
including reporting and analysis of costs 
related to maintaining accreditation by 
nationally recognized accrediting 
organizations such as NCQA or URAC, 
or costs for public reporting of quality 
of care, including costs specifically 
required to make accurate 
determinations of defined measures (for 
example, CAHPS surveys or chart 
review of HEDIS measures and costs for 
public reporting mandated or 
encouraged by law. 

(5) Tracking whether a specific class 
of medical interventions or a bundle of 
related services leads to better patient 
outcomes. 

(6) Advancing the ability of enroilees, 
providers, issuers or other systems to 
communicate patient centered clinical 
or medical information rapidly, 
accurately and efficiently to determine 
patient status, avoid harmful drug 
interactions or direct appropriate care, 
which may include electronic Health 
Records accessible by enroilees and 
appropriate providers to monitor and 
document an individual patient’s 
medical history and to support care 
management. 

(7) Reformatting, transmitting or 
reporting data to national or 
international government-based health 
organizations for the purposes of 
identifying or treating specific 
conditions or controlling the spread of 
disease. 

(8) Provision of electronic health 
records, patient portals, and tools to 
facilitate patient self-management. 

(b) (Reserved) 

§ 1 56.160 Other non-claims costs. 

(a) General requirements. The report 
required in § 158.110 of this subpart 
must include non-claims costs 
described in paragraph (b) of this 
section and must provide an 
explanation of how premium revenue is 
used, other than to provide 
reimbursement for clinical services 
covered by the benefit plan, 
expenditures for activities that improve 
health care quality, and Federal and 


State taxes and licensing or regulatory 
fees as specified in this part. 

(b) Non-claims costs other than taxes 
and regulatory fees. (1) The report 
required in § 158.110 of this subpart 
must include any expenses for 
administrative services that do not 
constitute adjustments to premium 
revenue as provided in § 158.130 of this 
subpart, reimbursement for clinical 
services to enroilees as defined in 
§ 158.140 of this subpart, or 
expenditures on quality improvement 
activities as defined in §§ 158.150 and 
158.151 of this subpart. 

(2) Expenses for administrative 
services include the following: 

(i) Cost-containment expenses not 
included as an expenditure related to an 
activity at § 158.150 of this subpart. 

(ii) Loss adjustment expenses not 
classified as a cost containment 
expense. 

(iii) Direct sales salaries, workforce 
salaries and benefits. 

(iv) Agents and brokers fees and 
commissions. 

(v) General and administrative 
expenses. 

(vi) Community benefit expenditures. 

§156.161 Reporting o1 Federal and State 
licensing and regulatory fees. 

(a) Federal taxes. The report required 
in §158.110 of this subpart must 
separately report: 

(1) Federal taxes excluded from 
premium under subpart B which 
include all Federal taxes and 
assessments allocated to health 
insurance coverage reported under 
section 2718 of the PHS Act. 

(2) Federal taxes not excluded from 
premium under subpart B which 
include Federal income taxes on 
investment income and capital gains as 
other non-claims costs. 

(b) State taxes and assessments. The 
report required in § 158.110 of this 
subpart must separately report: 

(1) State taxes and assessments 
excluded from premium under subpart 
B which include: 

(i) Any industry-wide (or subset) 
assessments (other than surcharges on 
specific claims) paid to the State 
directly, or premium subsidies that are 
designed to cover the costs of providing 
indigent care or other access to health 
care throughout the State. 

(ii) Guaranty fund assessments. 

(iii) Assessments of State industrial 
boards or other boards for operating 
expenses or for benefits to sick 
employed persons in connection with 
disability benefit laws or similar taxes 
levied by States. 

(iv) Advertising required by law, 
regulation or ruling, except advertising 
associated with investments. 
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(v) State income, excise, and business 
taxes other than premium taxes. 

(vi) State premium taxes plus State 
taxes based on policy reserves, if in lieu 
of premium taxes. 

(vii) One of the following types of 
payments: 

(A) Payments to a State, by not-for- 
profit health plans, of premium tax 
exemption values in lieu of State 
premium taxes limited to the State 
premium tax rate applicable to for-profit 
entities subject to premium tax 
multiplied by the allocated premiums 
earned for individual, small group and 
large group; 

(B) Payment by not-for-profit health 
plans for community benefit 
expenditures as described in paragraph 
(c) of this section limited to the State 
premium tax rate applicable to for-profit 
entities subject to premium tax 
multiplied by the allocated premiums 
earned for individual, small group and 
large group. These payments must be 
State based requirement to qualify for 
inclusion in this line item; or 

(C) Payments made by (Federal 
income) tax exempt health plans for 
community benefit expenditures as 
defined in paragraph (c) of this .section 
limited to the State premium tax rate 
applicable to for-profit entities subject 
to premium tax multiplied by the 
allocated premiums earned for 
individual, small group, and laige 
group. 

(2) State taxes and assessments not 
excluded from premium under subpart 
B which include: 

(1) State sales taxes if the issuer does 
not exercise options of including such 
taxes with the cost of goods and services 
purchased. 

(ii) Any portion of commissions or 
allowances on reinsurance assumed that 
represent specific reimbursement of 
premium taxes. 

(lii) Any portion of commissions or 
allowances on reinsurance ceded that 
represents specific reimbursement of 
premium taxes. 

(c) Community benefit expenditures. 
(1) A not-for-profit issuer exempt from 
Federal or State taxes and assessments, 
but required to make community benefit 
expenditures in lieu of taxes, must 
report to the Secretary such community 
benefit expenditures, multiplied by the 
allocated premiums earned for 
individual, small group and lai^e group, 
but not to exceed the amount of the 
taxes they would otherwise be required 
to pay. Each expenditure must not be 
reported more than once, but may be 
split between Federal and State taxes as 
applicable. 

(2) Community benefit expenditures 
means expenditures for activities or 


programs that seek to achieve the 
objectives of improving access to health 
services, enhancing public health and 
relief of government burden. This 
includes any of the following activities 
that: 

(i) Are available broadly to the public 
and serve low-income consiuners; 

(ii) Reduce geographic, financial, or 
cultural barriers to accessii^ health 
services, and if ceased to exist would 
result in access problems (for example, 
longer wait limes or increased travel 
distances): 

(iii) Address Federal, State or local 
public health priorities such as 
advancing health care knowledge 
through education or research that 
benefits the public: 

(iv) Leverage or enhance public health 
department activities such as childhood 
immunization efforts; and 

(v) Otherwise would become the 
responsibility of government or another 
tax-exempt organization. 

§ 1 58.1 70 Allocation of expenses. 

(a) Genem! requirements. Each 
expense must be reported under only 
one type of expense, unless a portion of 
the expense fits under the definition of 
or criteria for one type of expense and 
the remainder fits into a different type 
of expense, in which case the expense 
must be pro-rated between types of 
expenses. Expenditures that benefit 
lines of business or products other than 
those being reported, including but not 
limited to those that are for or benefit 
self-funded plans, must be reported on 
a pro rata share. 

fb) Description of the methods used to 
aUocate expenses. The report required 
in § 158.110 of this subpart must 
include a detailed description of the 
methods used to allocate expenses, 
including incurred claims, quality 
improvement expenses, Federal and 
State taxes and licensing or regulatory 
fees, and other non-claims costs, to each 
health insurance market in each State. A 
detailed description of each expense 
element must be provided, including 
how each specific expense meets the 
criteria for the type of expense in which 
it is categorized, as well as the method 
by which it was aggregated. 

(1) Allocation to ea^ category should 
be based on a generally accepted 
accounting method that is expected to 
yield the most accurate results. Specific 
identification of an expense with an 
activity that is represented by one of the 
categories above will generally be the 
most accurate method. If a specific 
identification is not feasible, the issuer 
should provide an explanation of why it 
believes the more accurate result will be 
gained from allocation of expenses 


based upon pertinent factors or ratios 
such as studies of employee activities, 
salary ratios or similar analyses. 

(2) Many entities operate within a 
group where personnel and facilities are 
shared. Shared expenses, including 
expenses under the terms of a 
management contract, must be 
apportioned pro rata to the entities 
incurring the expense. 

(3) Any basis adopted to apportion 
expenses must be that which is 
expected to yield the most accurate 
results and may result from special 
studies of employee activities, salary 
ratios, premium ratios or similar 
analyses. Expenses that relate solely to 
the operations of a reporting entity, such 
as personnel costs associated with the 
adjusting and paying of claims, must be 
borne solely by the reporting entity and 
are not to be apportioned to other 
entities within a group. 

(c) Disclosure of allocation methods. 
The issuer must identify in the report 
required in § 158.110 of this subpart the 
specific basis used to allocate expenses 
reported under this Part to States and, 
within States, to lines of business 
including the individual market, small 
group market, large group market, 
supplemental health insurance 
coverage, health insurance coverage 
offered to beneficiaries of public 
programs (such as Medicare and 
Medicaid), and group health plans as 
defined in § 145.103 of this chapter and 
administered by the is.suer. 

(d) Maintenance of records. The 
issuer must maintain and make 
available to the Secretary upon request 
the data used to allocate expenses 
reported under this Part together with 
all supporting information required to 
determine that the methods identified 
and reported as required under 
paragraph (b) of thi-s section were 
accurately implemented in preparing 
the report required in § 158.110 of this 
subpart. 

Subpart B — Calculating and Providing 
the Rebate 

§158.210 Minimum medical loss ratio. 

Subject to the provisions of § 158.211 
of this subpart: 

(a) large group market. For all 
policies issued in the large group market 
in a State during the MLR reporting 
year, an issuer must provide a rebate to 
enrollees if the issuer has an MLR of 
less than 85 percent, as determined in 
accordance with this part. 

fb) Small group market. For all 
policies issued in the small group 
market in a State during the MLR 
reporting year, an issuer must provide a 
rebate to enrollees if the issuer has an 
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MLR of less than 80 percent, as 
determined in accordance with this 
part. 

(c) Individual market. For all policies 
issued in the individual market in a 
State during the MLR reporting year, an 
issuer must provide a rebate to enrollees 
if the issuer has an MLR of less than 80 
percent, as determined in accordance 
with this Part. 

(d) Adjustment by the Secretary. If the 
Secretary has adjusted the percentage 
that issuers in the individual market in 
a specific State must meet, then the 
adjusted percentage determined by the 
Secretary in accordance with § 158.301 
of this part ef seq. must be substituted 
for 80 percent in paragraph (c) of this 
section. 

§158.211 Requirement in States with a 
higher medical loss ratio. 

(a) State option to set higher 
minimum loss ratio. For coverage 
offered in a State whose law provides 
that issuers in the State must meet a 
higher MLR than that set forth in 

§ 158.210, the State’s higher percentage 
must be substituted for the percentage 
stated in § 158.210 of this subpait. 

(b) Considerations in setting a higher 
minimum loss ratio. In adopting a 
higher minimum loss ratio than that set 
forth in § 158.210, a State must seek to 
ensure adequate participation by health 
insurance issuers, competition in the 
health insurance market in the State, 
and value for consumers so that 
premiums are used for clinical services 
and quality improvements, 

§158.220 Aggregation of data in 
caieuiating an issuer's medical loss ratio. 

(a) Aggregation by State and by 
market. In general, an issuer’s MLR 
must be calculated separately for the 
largo group market, small group market 
and individual market within each 
Slate, However, if. pursuant to section 
1312(c)(3) of the Affordable Care Act. a 
State requires the small group market 
and individual market to be merged, 
then the data reported separately under 
subpart A for the small group and 
individual market in that State may be 
merged for purposes of calculating an 
issuer’s MLR and any rebates owing. 

(b) Years of data to include in 
calculating MLR. Subject to paragraph 

(c) of this section, an issuer’s MLR for 
an MLR reporting year is calculated 
according to the formula in § 158.221 of 
this subpart and aggregating the data 
reported under this Part for the 
following 3-year period: 

(1) The data for the MLR reporting 
year whose MLR is being calculated; 
and 

(2) The data for the two prior MLR 
reporting years. 
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(c) RequiKments for MLR reporting 
years 201i and 2012. (1) For the 2011 
MLR reporting year, an issuer’s MLR is 
calculated using the data reported under 
this Part for the 2011 MLR reporting 
year only. 

(2) For the 2012 MLR reporting year — 

(i) If an issuer’s experience for the 
2012 MLR reportii^ year is fully 
credible, as defined in § 158,230 of this 
subpart, an issue’s MUR is calculated 
using the data reported under this Part 
for the 201 2 MLR reporting year, 

(ii) If an issuer’s experience for the 
2012 MLR reporting year is partially 
credible or non-credible, as defined in 
§ 158.230 of this subpart, an issuer’s 
MLR is calculated using the data 
reported under this part for the 2011 
MLR reporting year and the 2012 MLR 
reporting year. 

§158.221 Formula for calculating an 
issuer's medical loss ratio. 

(a) Medical loss ratio. (1) An issuer’s 
MLR is the ratio of the numerator, as 
defined in paragraph (b) of this section, 
to the denominator, as defined In 
paragraph (c) of this section, subject to 
the applicable credibility adjustment, if 
any, as provided in § 158.232 of this 
subpart. 

(^ An issuer’s MLR shall be rounded 
to three decimal places. For example, if 
an MLR is 0.7988, it shall be rounded 
to 0.799 or 79.9 percent. If an MLR is 
0.8253 or 82.53 percent, it shall be 
rounded to 0.825 or 82.5 percent. 

(b) Numerofor. The numerator of an 
issuer’s MLR for an MLR reporting year 
must be the issuer’s incurred claims, as 
defined in § 158.140 of this part, plus 
the issuer’s expenditures for activities 
that improve health care quality, as 
defined in §158.150 and §158.151 of 
this part, that are reported for the years 
specified in § 158.220 of this subpart. 

(1) The numerator of the MLR for the 

2012 MLR reporting year may include 
any rebate paid under § 158.240 of this 
subpart for the 201 1 MLR reporting year 
if the 2012 MLR reporting year 
experience is not fully credible as 
defined in § 158.230 of this subpart. 

(2) The numerator of the MLR for the 

2013 MLR reporting year may include 
any rebate paid under § 158.240 for the 
2011 MLR reporting year or the 2012 
MLR reporting year. 

(3) The numerator of the MLR for 
policies that are reported separately 
under § 158.120(d)(3) of this part must 
be the amount specified in paragraph (b) 
of this section, except that for the 201 1 
MLR reporting year the total of the 
incurred claims and expenditures for 
activities that improve health care 
quality arc then multiplied by a factor 
of two. 


(4) The numerator of the MLR for 
policies that are reported separately 
under § 158.120(d)(4) of this part must 
be the amount specified in paragraph (b) 
of this section, except that for the 2011 
MLR reporting year the total of the 
incurred claims and expenditures for 
activities that improve health care 
quality are then multiplied by a factor 
of two. 

(c) Denominator. The denominator of 
an issuer’s MLR must equal the issuer's 
premium revenue, as defined in 
§ 158.130, minus the issuer’s Federal 
and State taxes and licensing and 
regulatory fees, described in 
§§ 158.161(a) and 158.162(a)(1) and 

(b) (1) of this part. 

§158.230 Credibility adjustment. 

(a) General rule. An issuer may add to 
the MLR calculated under § 158.221(a) 
of this subpart the credibility 
adjustment specified by § 158,232 of 
this section, if such MLR is based on 
partially credible experience as defined 
in paragraph (c)(2) of this section. An 
issuer may not apply the credibility 
adjustment if the issuer’s experience is 
fully credible, as defined in paragraph 

(c) (1) of this section, or non-credible, as 
defined in paragraph (c)(3) of this 
section. 

(b) Life-years. The credibility of an 
issuer’s experience is based upon the 
number of life-years covered by the 
issuer. Life-years means the total 
number of months of coverage for 
enrollees whose premiums and claims 
experience is included in the report to 
the Secretary required by § 158.110 of 
this part, divided by 12. 

(c) Credible experience. (1) An MLR 
calculated under § 158.221(a) through 
(c) of this subpart is fully credible ifit 
is based on the experience of 75,000 or 
more life-years, 

(2) An MLR calculated under 

§ 158.221(a) through (c) of this subpart 
is partially credible if it is based on the 
experience of at least 1,000 life-years 
and fewer than 75,000 life-years. 

(3) An MLR calculated under 

§ 158.221(a) through (c) of this subpart 
is non-credible if it is based on the 
experience of less than 1,000 life-years. 

(d) If an issuer’s MLR is non-credible, 
it is presumed to meet or exceed the 
minimum percentage required by 

§ 158.210 or § 158.211 of this subpart. 

§ 1 58.231 Life-years used to determine 
credible experience. 

(a) The life-years used to determine 
the credibility of an issuer's experience 
are the life-years for the MLR reporting 
year plus the life-years for the two prior 
MLR reporting years, 

(b) For the 2011 MLR reporting year, 
the life-years used to determine 
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credibility are the life-years for the 2011 
MLR reporting year only. 

(c) For the 2012 MLRVeporting year- 

(1) If an issuer’s experience for the 
2012 MLR reporting year is fully 
credible, the life-years used to 
determine credibility are the life-years 
for the 2012 MLR reporting year only; 

(2) If an issuer’s experience for the 
2012 MLR reporting year only is 
partially credible, the life-years used to 
determine credibility are the life-years 
for the 201 1 MLR reporting year plus 
the life-years for the 2012 MLR 
reporting year. 

§158.232 Calculating the credibility 
ad|ustment. 

(a) Formula. An issuer’s credibility 
adfustment, if any, is the product of the 
base credibility factor, as determined 
under paragraph (b) of this section, 
multiplied by the deductible factor, as 
determined under paragraph (c) of this 
section. 

(b) Base credibility factor. (1) The base 
credibility factor for hilly credible 
experience or for non-credible 
experience is zero. 

(2) The base credibility factor for 
partially credible experience is 
determined based on the number of life- 
years included in the aggregation, as 
determined under §158.231 of this 
subpart, and the factors shown in Table 
1 . When the number of life-years used 
to determine credibility exactly matches 
a life-year category listed in Table 1, the 
value associated with that number of 
life-years is the base credibility factor. 
The base credibility factor for a number 
of life-years between the values shown 
in Table 1 is determined by linear 
interpolation. 


Table 1 to §158.232; Base 
Credibiuty Factors 


Life-years 

Base credibility factor 

< 1,000 

No Credibility. 

1,000 

8.3%. 

2,500 

5,2%, 

5,000 

3.7%. 

10,000 

2.6%. 

25,000 

1.6%. 

50,000 

1.2%. 

S 75.000 

0.0% (Full Credibility). 


(c) Deductible factor. (1) The 
deductible factor is based on the average 
per person deductible of policies whose 
experience is included in the 
aggregation, as determined under 
§ 158.231 of this subpart. When the 
weighted average deductible, as 
determined in accordance with this 
section, exactly matches a deductible 
category listed in Table 2, the value 
associated with that deductible is the 


deductible factor. Hie deductible factor 
for an average weighted deductible 
between the values shown in Table 2 is 
determined by linear interpolation. 

(1) The per person deductible for a 
policy that covers a subscriber and the 
subscriber’s dependents shall be 
calculated as follows: The lesser of the 
sum of the individual family members' 
deductibles or the overall f^ily 
deductible for (he subscriber and 
subscriber's family, shall be divided by 
the total number of individuals covered 
through the subscriber (including the 
subscriber). 

(ii) The average deductible for an 
aggregation Is calculated weighted by 
the life-years of experience for each 
deductible level of policies included in 
the aggregation. 

(2) An Issuer may choose to use a 
deductible factor of t.O in lieu of 
calculating a deductible factor based on 
the averse of policies included In the 
aggregation. 


Table 2 to § 158.232: Deductible 
Factor 


Health plan deductible 

Deductible 

factor 








1.736 



(d) No credibility adjustment. For the 
2013 MLR reporting year, the credibility 
adjustment for an MLR based on 
partially credible experience is zero if 
both of the following conditions are 
met: 

(1) The current MLR reporting year 
and each of the two previous MLR 
reporting years included experience of 
at least 1,000 life-years; and 

(2) Without applying any credibility 
adjustment, the issuer’s MLR for the 
current MLR reporting year and each of 
the two previous MLR reporting years 
were below the applicable MLR 
standard for each year as established 
under § 158.210 in this subpart. 

§ 1 58.240 Rebating premium If the 
appileabte medical loss ratio standard is 
not met. 

(a) General requirement. For each 
MLR reporting year, an issuer must 
provide a rebate to each enrollee if the 
issuer’s MLR does not meet or exceed 
the minimum percentage required by 
§§158.210 and 158.211 of this subpart. 

(b) Definition of enrollee for purposes 
of rebate. For the sole purpose of 
determining whom is entitled to receive 
a rebate pursuant to this part, the term 
“enrollee” means the subscriber, 
policyholder, and/or government entity 


that paid the premium for health care 
coverage received by an individual 
during the respective MLR reporting 
year. 

(c) Amount of rebate to each enrollee. 
(1) For each MLR reporting year, an 
issuer must rebate to the enrollee the 
total amount of premium revenue 
received by the issuer from the enrollee 
after subtracting Federal and State taxes 
and licensing and regulatory fees as 
provided in § 158.161(a). § 158.162(a)(1) 
and § 158.162(b)(1) of this part, 
multiplied by the difference between 
the MLR required by § 158,210 or 

§ 158.211 of this subpart, and the 
issuer’s MLR as calculated under 
§ 158.221 of this subpart. 

(2) For example, an issuer must rebate 
a pro rata portion of premium revenue 
if it does not meet an 80 percent MLR 
for the small group market .in a State 
that has not set a higher MLR. If an 
issuer has a 75 percent MLR for the 
coverage it offers in the small group 
market in a State that has not set a 
higher MLR, the issuer must rebate 5 
percent of the premium paid by or on 
behalf of the enrollee for the MLR 
reporting year after subtracting premium 
and subtracting taxes and fees as 
provided in paragraph (c) of this 
section. In this example, an enrollee 
may have paid $2,000 in premiums for 
the MLR reporting year. If the Federal 
and State taxes and licensing and 
regulatory fees that may be excluded 
from premium revenue as described in 
§158.161(a), § 158.161(a)(1) and 
§ 158.162(b)(1) of this subpart are $150 
for a premium of $2,000, then the issuer 
would subtract $150 from premium 
revenue, for a base of $1 ,850 in 
premium. The enrollee would be 
entitled to a rebate of 5 percent of 
$1,850, or $92,50. 

(d) Timing of rebate. An issuer must 
provide any rebate owing to an enrollee 
no later than August 1 following the end 
of the MLR reporting year. 

(e) Late payment interest. An issuer 
that fails to pay any rebate owing to an 
enrollee or subscriber in accordance 
with paragraph (d) of this section or to 
take other required action within the 
time periods set forth in this Part must, 
in addition to providing the required 
rebate to the enrollee, pay the enrollee 
interest at the current Federal Reserve 
Board lending rate or ten percent 
annually, whichever is higher, on the 
total amount of the rebate, accruing 
from the date payment was due under 
paragraph (d) of this section. 

§ 1 58.241 Form of rebate. 

(a) Current enrollees. (1) An issuer 
may choose to provide any rebates 
owing to current enrollees in the form 
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of a premium credit, lump-sum check, 
or, if an enroliee paid the premium 
using a credit card or direct debit, by 
lump-sum reimbursement to the 
account used to pay the premium. 

(2) Any rebate provided in the form of 
a premium credit must be provided by 
applying the full amount due to the first 
month’s premium that is due on or after 
August 1 following the MLR Reporting 
year. If the amount of the rebate exceeds 
the premium due for August, then any 
overage shall be applied to succeeding 
premium payments until the full 
amount of the rebate has been credited. 

(b) Former enroUees. Rebates owing to 
former enrollees must be paid in the 
form of lump-sum check or lump-sum 
reimbursement using the same method 
that was used for payment, such as 
credit card or direct debit. 

§158.242 Recipients of rebates. 

(a) Individual market. An issuer must 
meet its obligation to provide any rebate 
due to an enroliee in the individual 
market by providing it to the enroliee. 
For individual policies that cover more 
than one person, one lump-sum rebate 
may be provided to the subscriber on 
behalf of all enrollees covered by the 
policy. 

(b) Large group and small group 
markets. An issuer must meet its 
obligation to provide any rebate to 
persons covered under a group health 
plan by providing it to the enroliee, in 
amounts proportionate to the amount of 
premium the policyholder and each 
subscriber paid. 

(1) Arrangement with policyholder to 
distribute rebates. An issuer may meet 
its obligation to provide any rebate 
owing to a large group or small group 
enroliee by entering into an agreement 
with the group policyholder to 
distribute the rebate on behalf of the 
issuer, subject to all of the following 
conditions: 

(i) The issuer must remain liable for 
complying with all of its obligations 
under this part. 

(ii) The issuer must obtain and retain 
records and documentation evidencing 
accurate distribution of any rebate 
owing, sufficient to demonstrate 
compliance with its obligations under 
this subpart, subpart D, and subparl E. 
Such records and documentation 
include: 

(A) The amount of the premium paid 
by each subscriber; 

(B) The amount of the premium paid 
by the group policyholder; 

(C) The amount of the rebate provided 
to each subscriber; 

(D) The amount of the rebate retained 
by the group policyholder; and 


(E) The amount of any unclaimed 
rebate and how and when it was 
distributed. 

(2) {Reserved] 

§ 158.243 De minimis rebates. 

(a) Minimum threshold. An issuer is 
not required to provide a rebate to an 
enroliee based upon the premium that 
enroliee paid, under the following 
circumstances: 

(1) For a group policy, if the total 
rebate owed to the policyholder and the 
subscribers is less than $5 per 
subscriber covered by the policy for a 
given MLR reporting year. 

(2) In the individu^ market, if the 
total rebated owed to the subscriber is 
less than $5. 

(b) Distribution. (1) An issuer must 
aggregate and distribute any rebates not 
provided because they did not meet the 
minimum threshold set forth in 
paragraph (a) of this section by 
aggregating the unpaid rebates by 
individual market, small group market 
and large group market in a State and 
use them to increase the rebates 
provided to enrollees who receive 
rebates based upon the same MLR 
reporting year as the aggregated unpaid 
rebates. An issuer must distribute such 
aggregated rebates by providing 
additional premium credit or payment 
divided evenly among enrollees who are 
being provided a rebate. 

(2) For example, an issuer in the 
individual market has aggregated 
unpaid rebates totaling $2,000, and the 
issuer has 10,000 enrollees who are 
entitled to be provided a rebate above 
the minimum threshold for the 
applicable MLR reporting year. The 
$2,000 must be redistributed to the 
10,000 and added on to their existing 
rebate amounts. The $2,000 is divided 
evenly among the 10,000 enrollees, so 
the issuer increases each enrollee’s 
rebate by $0.20. 

§ 1 58.244 Unclaimed rebates. 

An issuer must make a good faith 
effort to locate and deliver to an enroliee 
any rebate required under this Part. If. 
after making a good faith effort, an 
issuer is unable to locate a former 
enroliee, the issuer must comply with 
any applicable State law. 

§158.250 NoUce of rebates. 

For each MLR reporting year, at the 
time any rebate of premium is provided 
in accordance with this Part, an issuer 
must provide each enroliee who 
receives a rebate the following 
information in a form prescribed by the 
Secretary: 

(a) A general description of the 
concept of an MLR; 


(b) The purpose of setting a MLR 
standard: 

(c) The applicable MLR standard; 

(d) The issuer’s MLR, adjusted in 
accordance with the provisions of this 
subpart; 

(e) The issuer’s aggregate premium 
revenue as reported in accordance with 
§ 158.130, minus any Federal and State 
taxes and licensing and regulatory fees 
that may be excluded from premium 
revenue as described in §§ 158.161(a) 
and 158.162(a)(1) and (b)(1): and 

(f) The rebate percentage and amount 
owed to enrollees based upon the 
difference between the issuer’s MLR and 
the applicable MLR standard. 

§ 158.260 Reporting of rebates. 

(a) General requirement. For each 
MLR reporting year, an issuer must 
submit to the Secretary a report 
concerning the rebates provided to and 
on behalf of enrollees pursuant to this 
subpart. 

(b) Aggregation of information in the 
report. The information in the report 
must be aggregated in the same manner 
as required by § 158.120. 

(c) Information to report. The report 
required by this section must include 
the total: 

(1) Number and percentage of 
enrollees who received a rebate; 

(2) Number and amount of rebates 
provided: 

(i) As premium credit; and 

(ii) As lump sum check or lump>sum 
reimbursement to a subscriber’s credit 
card or direct payment to a subscriber's 
bank account; 

(3) Amount of rebates that were 
provided to enrollees, including a 
breakdown of the amounts provided 
based upon the portion of premiums 
paid by group policyholders and 
amounts provided based upon the 
portion of premium paid by subscribers: 

(4) Amount of rebates that were de 
minimis, as provided in § 158.243, and 
a detailed description of how these 
rebates were disbursed; and 

(5) Amount of unclaimed rebates, a 
description of the methods used to 
locate the applicable enrollees, and a 
detailed description of how the 
unclaimed rebates were disbursed. 

(d) Timing and form of report. The 
data required by paragraphs (c)(1) 
through (4) of this section must be 
submitted with the report under 

§ 158.110, on a form and in the manner 
prescribed by the Secretary. The data 
required by paragraph (c)(5) of this 
section must be submitted with the 
report under § 158.110 for the 
subsequent MLR reporting year. 
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§158.270 Effect of rebate payments on 
solvency. 

(a) If a State’s insurance 
commissioner, superintendent, or other 
responsible official determines that the 
payment of rebates by a domestic issuer 
in that State will cause the issuer’s risk 
based capital (RBC) level to fall below 
the Company Action Level RBC, as 
defined in the NAIC’s Risk Based 
Capital (RBC) for Insurers Model Act, 
the commissioner, superintendent, or 
other responsible official must notify 
the Secretary. In such a circumstance, 
the commissioner, superintendent, or 
other responsible official may request 
that the Secretary defer all or a portion 
of the rebate payments owed by the 
issuer. 

(b) In the event an insurance 
commissioner, superintendent, or other 
responsible official makes the request 
set forth in paragraph (a) of this section,, 
the following should be provided to the 
Secretary along with the notification: 

(1) The domestic issuer’s RBC reports 
for the current calendar year and the 2 
preceding calendar years; and 

(2) A calculation of the amount of 
rebates that would be owed by the 
domestic issuer pursuant to this Part. 

(c) Upon receipt of the notification 
under paragraph (a), the Secretary will 
examine the information provided by 
the Insurance commissioner, 
superintendent, or other responsible 
official along with any other 
information the Secretary may request 
from the issuer, and determine whether 
the payment of rebates by the issuer will 
cause its RBC level to fall below the 
Company Action Level RBC. 

(d) When the Secretary determines 
that the payment of rebates by an issuer 
will cause its RBC level to fall below the 
Company Action Level RBC, the 
Secretary may permit a deferral of all or 
a portion of the rebates owed, but only 
for a period determined by the Secretary 
in consultation with the State. The 
Secretary will require that the issuer 
must pay these rebates with interest in 

a future year in which payment of the 
rebates would not cause the issuer’s 
RBC level to fall below the Company 
Action Level RBC. 

Subpart C — Potential Adjustment to 
the MLR for a State's individual Market 

§ 1 58.301 Standard for adjustment to the 
ntedicai loss ratio. 

The Secretary may adjust the MLR 
standard that must be met by issuers 
offering coverage in the individual 
market in a State, as defined in section 
2791 of the PHS Act, for a given MLR 
reporting year if, in her discretion, she 
determines that application of the 80 


percent MLR standard of section 
2718(b){l)(A){ii) of the Public Health 
Service Act may destabilize the 
individual market in that State. 
Application of the 80 percent MLR 
standard may destebilize the individual 
market in a State only if there is a 
reasonable likelihood that application of 
the requirement will do so. 

§158.310 Who may request adjustment to 
tee medical loss ratio. 

A request for an adjustment to the 
MLR standard for a State must be 
submitted by the State’s insurance 
commissioner, superintendent, or 
comparable official of that State in order 
to be considered by the Secretary, 

§ 158.311 Duration of adjustment to the 
medical loss ratio. 

A State may ra^uest that an 
adjustment to the MLR standard be for 
up to three MLR reporting years. 

§ 158.320 Information supporting a 
request for adjustment to the medical loss 
ratio. 

A State must submit in electronic 
format the information required by 
§§158.321 through 158.323 of this 
subpart in order for the request for 
adjustment to the MLR standard for the 
State to be considered by the Secretary. 

A State may submit to the Secretary any 
additional information it determines 
would support its request. In the event 
that certain data are unavailable or that 
the collection of certain data Is unduly 
burdensome, a State may provide 
written notice to the Secretary and the 
Secretary may. at her discretion, request 
alternative supporting data or move 
forward with her determination. 

§ 158.321 Information regarding the 
State's Individual health insurance market. 

(a) State MLR standard. The Stale 
must describe its current MLR standard 
for the individual market, if any, and 
the formula used to assess compliance 
with such standard. 

(b) State market withdrawal 
requirements. The State must describe 
any requirements it has with respect to 
withdrawals from the State’s individual 
health insurance market. Such 
requirements include, but are not 
limited to, any notice that must be 
provided and any authority the State 
regulator may have to approve a 
withdrawal plan or ensure that enrollees 
of the exiling issuer have continuing 
coverage, as well as any penalties or 
sanctions that may be levied upon exit 
or limitations on re-entry. 

(c) Mechanisms to provide options to 
consumers. The State must describe the 
mechanisms available to the State to 
provide consumers with options in the 


event an issuer withdraws from the 
individual market. Such mechanisms 
include, but are not limited to, a 
guaranteed issue requirement, limits on 
health status rating, an issuer of last 
resort, or a State-operated high risk 
pool. A description of each mechanism 
should include detail on the issuers 
participating in and products available 
under such mechanism, as well as any 
limitations with respect to eligibility, 
enrollment period, total enrollment, and 
coverage for pre-existing conditions. 

(d) Issuers in the State’s individual 
market. Subject to § 158.320 of this 
subpart, the Stale must provide: 

(1) For each issuer who offers 
coverage in the individual market in the 
State its number of individual enrollees 
by product, available individual 
premium data by product, and 
individual health insurance market 
share within the State; and 

(2) For each issuer who offers 
coverage in the individual market in the 
State to more than 1,000 enrollees, the 
following additional information: 

(i) Total earned premium on 
individual market health insurance 
products in the State; 

(ii) Reported MLR pursuant to State 
law for the individual market business 
in the State; 

(iii) Estimated MLR for the individual 
market business in the State, as 
determined in accordance with 

§ 158.221 of this part; 

(iv) Total agents’ and brokers' 
commission expenses on individual 
health insurance products; 

(v) Estimated r^ate for the individual 
market business in the State, as 
determined in accordance with 

§ 158,221 and § 158.240 of this part; 

(vi) Net underwriting profit for the 
Individual market business and 
consolidated business in the State; 

(vii) After-tax profit and profit margin 
for the individual market business and 
consolidated business in the State; 

(viii) Risk-based capital level; and 

(ix) Whether the issuer has provided 
notice of exit to the State’s insurance 
commissioner, superintendent, or 
comparable State authority. 

§ 156.322 Proposal for adjusted medical 
loss ratio. 

A State must provide its own proposal 
as to the adjustment it seeks to the MLR 
standard. This proposal must include: 

(a) An explanation and justification of 
how the proposed adjustment to the 
MLR was determined; 

(b) An explanation of how an 
adjustment to the MLR standard for the 
State’s individual market will permit 
issuers to adjust current business 
models and practices in order to meet 
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an 80 percent MLR as soon as is 
practicable; 

(c) An estimate of the rebates that 
would be paid if the issuers offering 
coverage in the individual market in the 
State must meet an 80 percent MLR for 
the applicable MLR reporting years; and 

(d) An estimate of the rebates that 
would be paid if the issuers offering 
coverage in the individual market in the 
State must meet the adjusted MLR 
proposed by the State for the applicable 
MLR reporting years. 

§ 158.323 State contact Information. 

A State must provide the name, 
telephone number, e-mail address, and 
mailing address of the person the 
Secretary may contact regarding the 
request for an adjustment to the MLR 
standard. 

§158.330 Criteria for assessing request 
for adjustment to ttie medical lo^ ratio. 

The Secretary may consider the 
following criteria in assessing whether 
application of an 80 percent MLR, as 
calculated in accordance with this 
subpart, may destabilize the individual 
market in a State that has requested an 
adjustment to the 80 percent MLR: 

(a) The number of issuers reasonably 
likely to exit the State or to cease 
offering coverage in the State absent an 
adjustment to the 80 percent MLR and 
the resulting impact on competition in 
the State. In making this determination 
the Secretaiy may consider as to each 
issuer that is reasonably likely to exit 
the State: 

(1) Each issuer's MLR relative to an 80 
percent MLR; 

(2) Each issuer’s solvency and 
profitability, as measured by factors 
such as surplus level, risked-based 
capital ratio, net income, and operating 
or underwriting gain; 

(3) The requirements and limitations 
within the State with respect to market 
withdrawals: and 

(4l Whether each issuer covers less 
than 1,000 life-years in the State’s 
individual insurance market. 

(b) The number of individual market 
enrollecs covered by issuers that are 
reasonably likely to exit the State absent 
an adjustment to the 80 percent MLR. 

(c) Whether absent an adjustment to 
the 80 percent MLR standard consumers 
may be unable to access agents and 
brokers. 

(d) The alternate coverage options 
within the State available to individual 
market enrollees in the event an issuer 
exits the market, including; 

(1) Any requirement that issuers who 
exit the State’s individual market must 
have their block(s) of business assumed 
by another issuer; 


(2) The issuers that may remain in the 
State subsequent to the implementation 
of the 80 percent MLR, as calculated in 
accordance with this Part, and the 
nature, terms, and price of the products 
offered by such issuem; 

(3) The capacity of remaining issuers 
to write additional business, as 
measured by their risk based capita! 
ratios: 

(4) The mechanisms, such as 
guaranteed issue products, an issuer of 
last resort, or a State high risk pool, 
available to the Slate to provide 
coverage to consumers in the event of an 
issuer withdrawing from the market, 
and the affordability of these options 
compared to the coverage provided by 
exiting or potentially exiting issuers; 
and 

(5) Any authority the State's 
insurance commissioner, 
superintendent, or comparable official 
may exercise with respect to 
stabilization of the individual insurance 
market. 

(e) The impact on premiums charged, 
and on benefits and cost-sharing 
provided, to consumers by issuers 
remaining in the market in the event 
one or more issuers were to withdraw 
from the market. 

(f) Any other relevant information 
submitted by the State’s insurance 
commissioner, superintendent, or 
comparable official in the State’s 
request. 

§ 1 58.340 Process for submitting request 
for adjustment to the medical loss ratio. 

(a) £/ecfronic submission. A State 
must submit electronically, to an 
address and in a format prescribed by 
the Secretary, all of the information 
required by this subpart in order for its 
request for an adjustment to the MLR 
standard for its individual market to be 
considered by the Secretary. 

(b) Submission by mail. A State may 
also submit by overnight delivery 
service or by U.S mail, return receipt 
requested, to an address and in a format 
prescribed by the Secretary, its request 
for an adjustment to the MLR standard 
for its individual market. 

§ 158.341 Treatment as a public document. 

A State’s request for an adjustment to 
the MLR standard, and all information 
submitted as part of its request, will be 
treated as a public document and will 
be posted promptly on the Secretary’s 
Internet Web site devoted to health care 
coverage. 

§ 158.342 Invitation for public comments. 

The Secretary will invite public 
comment regarding a State’s request for 
an adjustment to the MLR standard. All 


public comments must be submitted in 
writing within 10 days of the posting of 
the request, and must be submitted in 
the manner prescribed by the Secretary. 
The Secretary will consider timely 
public comments in assessing a State’s 
request for an adjustment to the MLR 
standard. 

§ 1 58.343 Optional State hearing. 

Any State that submits a request for 
adjustment to the MLR standard may, at 
its option, hold a public hearing and 
create an evidentiary record with 
respect to its application. If a State does 
so, the Secretary will take the 
evidentiary record of the hearing into 
consideration in making her 
determination. 

§158.344 Secretary's discretion to hold a 
hearing. 

The Secretary may, at her discretion, 
conduct a public hearing with respect to 
a State’s request for an adjustment to the 
MLR standard. All testimony and 
materials received in connection with 
any public hearing will be made part of 
the public record, and shall be 
considered by the Secretary in assessing 
a State’s request for an adjustment to the 
MLR standard. 

§ 1 58.345 Determination on a State’s 
request for adjustment to the medical loss 
ratio. 

(a) General time frame. The Secretary 
will make a determination as to whether 
to grant a State's request for an 
adjustment to the MLR standard within 
30 days after determining that the 
information required by this subparl has 
been received. 

(b) Extension at the discretion of the 
Secretary. The Secretary may, in her 
discretion, extend the 30 day time 
period in paragraph (a) of this section 
for as long a time as necessary not to 
exceed 30 days. 

§ 1 58.346 Request for reconsideration. 

(a) Requesting reconsideration. A 
State whose request for adjustment to 
the MLR standard has been denied by 
the Secretary may request 
reconsideration of that determination. A 
request for reconsideration must be 
submitted in writing to the Secretary 
within 10 days of her decision to deny 
the Stale’s request for an adjustment, 
and may include any additional 
information in support of its request. 

(b) Reconsideration determination. 
The Secretary will issue her 
determination on a State’s request for 
reconsideration within 20 days of 
receiving the reconsideration request. 
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§ 1 58.350 Subsequ^t i^uests for 
adjustment to the medical loss ratio. 

A State that has made a previous 
request for an adjustment to the MLR 
standard must, in addition to the other 
information required by this subpart, 
submit information as to what steps the 
State has taken since its initial and other 
prior requests, if any, to increase the 
likelihood that enrollees who have 
health coverage through issuers that are 
considered likely to exit the State’s 
individual market will receive coverage 
at a comparable price and with 
comparable benefits if the issuer does 
exit the market. 

Subpart D — HHS Enforcement 

§158.401 HHS enforcement 

HHS enforces the reporting and rebate 
requirements described in suhparts A 
and B, including but not limited to: 

(a) The requirement that such reports 
be submitted timely. 

(b) The requirement that the data 
reported complies with the definitions 
and criteria set forth in this part. 

(c) The requirement that rebates be 
paid timely and accurately. 

§158.402 Audits. 

(a) Notice of Audit. HHS will provide 
30 days advance notice of its intent to 
conduct an audit of an issuer. 

(b) Conferences. All audits will 
include an entrance conference at which 
the scope of the audit will be presented 
and an exit conference at which the 
initial audit findings will be discussed. 

(c) Preliminary Audit Findings. HHS 
will share its preliminary audit findings 
with the issuer, which will then have 30 
days to respond to such findings. HHS 
may extend, for good cause, the time for 
an issuer to submit such a response. 

(d) Final Audit Findings. If the issuer 
does not dispute the preliminary 
findings, the audit findings'will become 
final. Alternatively, if the issuer 
re.sponds to the preliminary findings, 
HHS will review and consider such 
response and finalize the audit findings. 

(e) Corrective acfions. HHS will send 
a copy of the final audit findings to the 
issuer as well as any corrective actions 
that issuer must undertake as a result of 
the audit findings. 

(f) Order to pay rebates. If HHS 
determines as the result of an audit that 
an issuer has failed to pay rebates it is 
obligated to pay pursuant to this part, it 
may order the issuer to pay those 
rebates, together with interest from the 
date the rebates were due, in accordance 
with § 158.240(d) of this part. 


§158.403 Circumstances in which a State 
is conducting audits of issuers. 

(a) If a State conducts an audit of an 
issuer’s MLR reporting and rebate 
obligations, HHS may. in the exercise of 
its discretion, accept the findings of that 
audit if HHS determines the following: 

(1) The laws of the State permit public 
release of the finding of audits of 
issuers; 

(2) The State’s audit reports on the 
validity of the data regarding expenses 
and premiums that the issuer reported 
to the Secretary, including the 
appropriateness of the allocations of 
expenses used in such reporting and 
whether the activities associated with 
the issuer's reported expenditures for 
quality improving activities meet the 
definition of such activities; 

(3) The Slate’s audit reports on the 
accmracy of rebate calculations and the 
timeliness and accuracy of rebate 
payments; 

(4) The State submits final audit 
reports to HHS within 30 days of 
finalization; and 

(5) The State submits preliminary or 
draft audit reports to HHS within 8 
months of the completion of audit field 
work unless they have already been 
finalized and reported under paragraph 
(a)(4) of this section. 

(b) If HHS accepts an audit conducted 
by a State, and if the issuer makes 
additional rebate payments as a result of 
the audit, then HHS shall accept those 
payments as satisfying the issuer’s 
obligation to pay rebates pursuant to 
this part. 

Subpart E—Additionai Requirements 
on issuers 

§ 1 58.501 Access to facilities and records. 

(a) Each issuer subject to the reporting 
requirement of this part must allow 
access and entry to its premises, 
facilities and records, including 
computer and other electronic systems, 
to HHS, the Comptroller General, or 
their designees to evaluate, through 
inspection, audit, or other means, 
compliance with the requirements for 
reporting and calculation of data 
submitted to HHS, and the timeliness 
and accuracy of rebate payments made 
under this part. 

(b) Each issuer must also allow access 
and entry to the facilities and records, 
including computer and other electronic 
systems, of its parent organization, 
subsidiaries, related entities, 
contractors, subcontractors, agents, or a 
transferee that pertain to any aspect of 
the data rejwrtcd to HHS or to rebate 
payments calculated and made under 
this part. To the extent that the issuer 
does not control access to the facilities 


and records of its parent organization, 
related entitles, or third parties, it will 
be the responsibility of the issuer to 
contractually obligate any such parent 
organization, related entities, or third 
parties to grant said access. 

(c) The Comptroller General, HHS, or 
their designees may inspect, evaluate, 
and audit through 6 years from the date 
of the filing of a report required by this 
part or through 3 years after the 
completion of the audit and for such 
longer period set forth below provided 
that any of the following occur: 

(1) HHS determines there is a special 
need to retain a particular record or 
group of records for a longer period and 
notifies the issuer at least 30 days before 
the di^osition date. 

(2) Tnere has been a dispute, or 
allegation of fraud or similar fault by the 
issuer, in which case the retention may 
be extended to B years from the date of 
any resulting final resolution of the 
dispute, fraud, or similar fault. 

(3) HHS determines that there is a 
reasonable possibility of fraud or similar 
fault, in which case HHS may inspect, 
evaluate, and audit the issuer at any 
time. 

§ 1 58.502 Maintenance of records. 

(a) Basic rule. Each issuer subject to 
the requirements of this part must 
maintain ail documents and other 
evidence necessary to enable HHS to 
verify that the data required to be 
submitted in accordance with this part 
comply with the definitions and criteria 
set forth in this part, and that the MLR 
is calculated and any rebates owing are 
calculated and provided in accordance 
with this part. This includes but is not 
limited to all administrative and 
financial books and records used in 
compiling data reported and rebates 
provided under this part and in 
determining what data to report and 
rebates to provide under this part, 
electronically stored information, and 
evidence of accounting procedures and 
practices. This also includes all 
administrative and financial books and 
records used by others in assisting an 
issuer with its obligations under this 
part. 

(b) Length of time information must 
be maintained. All of the documents 
and other evidence required by this part 
must be maintained for the current year 
and six prior years, unless a longer time 
is required under § 158.501 of this 
subpart. 

Subpart F— federal Civil Penaities 

§158.601 General rule regarding the 
impo^tion of civil penalties. 

If any issuer fails to comply with the 
requirements of this part, civil penaities, 



276 


Federal Register/ Vol. 75, 


as described in this subpart, may be 
imposed. 

§ 1 58.602 Basis for imposing civil 
penalties. 

Civil penalties. For the violations 
listed in this paragraph, HHS may 
impose civil penalties in the amounts 
specified in § 158.606 of this subpart on 
any issuer who fails to do the following: 

(a) Submit to HHS a report concerning 
the data required under this part by the 
deadline established by HHS. 

(b) Submit to HHS a substantially 
complete or accurate report concerning 
the data required under this part. 

(c) Timely and accurately pay rebates 
owing pursuant to this part. 

(d) Respond to HHS inquiries as part 
of an investigation of issuer non- 
compliance. 

(e) Maintain records as required under 
this part for the periodic auditing of 
books and records used in compiling 
data reported to HHS and in calculating 
and paying rebates pursuant to this Part. 

(f) Allow access and entry to 
premises, facilities and records that 
pertain to any aspect of the data 
reported to HHS or to rebates calculated 
and paid pursuant to this part. 

(g) Comply with corrective actions 
resulting from audit findings. 

(h) Accurately and truthhilly 
represent data, reports or other 
information that it furnishes to a State 
or HHS. 

§ 1 58.603 Notice to responsible entities. 

If HHS learns of a potential violation 
described in § 158.602 of this subpart or 
if a State informs HHS of a potential 
violation prior to imposing any civil 
monetary penalty HHS must provide 
written notice to the issuer, to include 
the following: 

(a) Describe the potential violation. 

(b) Provide 30 days from the date of 
the notice for the responsible entity to 
respond and to provide additional 
information to refute an alleged 
violation. 

(c) State that a civil monetary penalty 
may be assessed if the allegations are 
not. as determined by HHS, refuted. 

§158.604 Request for extension. 

In circumstances in which an entity 
cannot prepare a response to HHS 
within the 30 days provided in the 
notice, the entity may make a written 
request for an extension from HHS 
detailing the reason for the extension 
request and showing good cause. If HHS 
grants the extension, the responsible 
entity must respond to the notice within 
the time frame specified in HHS's letter 
granting the extension of time. Failure 
to respond within 30 days, or within the 
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extended time frame, may result in 
HHS’s imposition of a civil monetary 
penalty based upon its determination of 
a potential violation descril^d in 
§ 158.602 of this subpart. 

§ 158.605 Responses to allegations of 
noncompliance. 

In determining whether to impose a 
civil monetary penalty, HHS may 
review and consider documentation 
provided in any complaint or other 
information, as well as any additional 
information provided by flie responsible 
entity to demonstrate that it has 
complied with Affordable Care Act 
requirements. The following are 
examples of documentation that a 
potential responsible entity may submit 
for HHS’s consideration in determining 
whether a civil monetary penalty should 
be assessed and the amount of any civil 
monetary penalty: 

(a) Any evidence that refutes an 
alleged noncompliance. 

(b) Evidence that the entity did not 
know, and exercising due diligence 
could not have known, of the violation. 

(c) Evidence documenting the 
development and implementation of 
internal policies and procedures by an 
issuer to ensure compliance with the 
Affordable Care Act requirements 
regarding MLR. Those policies and 
procedures may include or consist of a 
voluntary compliance program. Any 
such program should do the following: 

(1) Effectively articulate and 
demonstrate the fundamental mission of 
compliance and the issuer’s 
commitment to the compliance process. 

(2} Include the name of the individual 
in the organization responsible for 
compliance. 

(3) Include an effective monitoring 
system to identify practices that do not 
comply with Affordable Care Act 
requirements regarding MLRs and to 
provide reasonable assurance that fraud, 
abuse, and systemic errors are detected 
in a timely manner. 

(4) Address procedures to improve 
internal policies when noncompliant 
practices are identified. 

(d) Evidence documenting the entity’s 
record of previous compliance with 
Affordable Care Act requirements 
regarding MLRs. 

§ 1 58.606 Amount of penalty— general. 

A civil monetary penalty for each 
violation of § 158.602 of this subpart 
may not exceed $100 for each day. for 
each responsible entity, for each 
individual affected by the violation. 
Penalties imposed under this Part are in 
addition to any other penalties 
prescribed or allowed by law. 


§158.607 Factors HHS uses to determine 
the amount of penalty. 

In determining the amount of any 
penalty, HHS may take into account the 
following: 

(a) The entity’s previous record of 
compliance. This may include any of 
the following: 

(1) Any history of prior violations by 
the responsible entity, including 
whether, at any time before 
determination of the current 
violation(s), HHS or any State found the 
responsible entity liable for civil or 
administrative sanctions in connection 
with a violation of Affordable Care Act 
requirements regarding minimum loss 
ratios. 

(2) Evidence that the responsible 
entity has never had a complaint for 
noncompliance with Affordable Care 
Act requirements regarding MLRs filed 
with a State or HHS. 

(3) Such other factors as justice may 
require. 

(d) The gravity of the violation. This 
may include any of the following: 

(1) The frequency of the violation, 
taking into consideration whether any 
violation is an isolated occurrence, 
represents a pattern, or is widespread. 

(2) The level of financial and other 
impacts on affected individuals. 

(3) Other factors as justice may 
require. 

§ 158.608 Determining die amount of the 
penalty — mitigating circumstances. 

For every violation subject to a civil 
monetary penalty, if there are 
substantial or several mitigating 
circumstances, the aggregate amount of 
the penalty is set at an amount 
sufficiently below the maximum 
permitted by § 158.606 of this subpart to 
reflect that fact. As guidelines for taking 
into account the factors listed in 
§ 158.607 of this subpart, HHS considers 
the following: 

(a) Record of prior compliance. It 
should be considered a mitigating 
circumstance if the responsible entity 
has done any of the following: 

(1) Before receipt of the notice issued 
under § 158.603 of this subpart, 
implemented and followed a 
compliance plan as described in 

§ 158.605(c) of this subpart. 

(2) Had no previous complaints 
against it for noncompUance. 

(b) Gravity of the violation(s). It 
should be considered a mitigating 
circumstance if the responsible entity 
has done any of the following: 

(1) Made adjustments to its business 
practices to come into compliance with 
the requirements of this Part so that the 
following occur: 

(i) Each enrollee adversely affected by 
the violation has been paid any amount 
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of rebate owed so that, to the extent 
practicable, that enrollee is in the same 
position that he, she, or it would have 
been in had the violation not occurred. 

(ii) The rebate payments are 
completed in a timely manner. 

{2) Discovered areas of 
noncompliance without notice from 
HHS and voluntarily reported that 
noncompliance, provided that the 
responsible entity submits the 
following: 

(i) Documentation verifying that the 
rights and protections of all individuals 
adversely affected by the 
noncompliance have been restored; and 

(ii) A plan of correction to prevent 
future similar violations. 

(3) Demonstrated that the violation is 
an isolated occurrence. 

(4) Demonstrated that the financial 
and other impacts on affected 
individuals is negligible or nonexistent. 

(5) Demonstrated that the 
noncompliance is correctable and that a 
high percentage of the violations were 
corrected. 

§158.609 Determining the amount of 
penalty — aggravating circumstances. 

For every violation subject to a civil 
monetary penalty, if there are 
substantial or several aggravating 
circumstances, HHS may set the 
aggregate amount of the penalty at an 
amount sufficiently close to or at the 
maximum permitted by § 158,606 of this 
subpart to reflect that fact. HHS 
considers the following circumstances 
to be a^ravating circumstances: 

(a) The frequency of violation 
indicates a pattern of widespread 
occurrence. 

(b) The violation(s) resulted in 
significant financial and other impacts 
on the average affected individual. 

(c) The entity does not provide 
documentation showing that 
substantially all of the violations were 
corrected. 

§ 1 58.61 0 Determining the amount of 
penalty — other matters as justice may 
require. 

HHS may take into account other 
circumstances of an aggravating or 
mitigating nature if, in the interests of 
justice, they require cither a reduction 
or an increase of the penalty in order to 
assure the achievement of the purposes 


of this Part, and if those circumstances 
relate to the entity's previous record of 
compliance or the ^avity of the 
violation. 

§158.611 Settlement authority. 

Nothing in § 158.606 through 
§ 158.610 of this subpart limits the 
authority of HHS to settle any issue or 
case described in the notice hrnished in 
accordance with § 158.603 of this 
subpart or to compromise on any 
penalty provided for in §§ 158.606 
through 158.610 of this subpart. 

§158.612 Limitations on penalties. 

(a) Circumstances under which a civil 
monetary penalty is not imposed. HHS 
does not impose any ciyil monetary 
penalty on any failure for the period of 
time during which none of the 
responsible entities knew, or exercising 
reasonable diligence would have 
known, of the failure. HHS also may not 
impose a civil monetary penalty for the 
period of time after any of the 
responsible entities knew, or exercising 
reasonable diligence would have known 
of the failure, if the failure was due to 
reasonable cause and not due to willful 
neglect and the failure was corrected 
within 30 days of the first day that any 
of the entities against whom the penalty 
would be imposed knew, or exercising 
reasonable diligence would have 
known, that the failure existed. 

(b) Burden of establishing knowledge. 
The burden is on the responsible entity 
or entities to establish to HHS's 
satisfaction that no responsible entity 
knew, or exercising reasonable diligence 
would have known, that the failure 
existed. 

§158.613 Notice of proposed penalty. 

(a) Contents of notice. If HHS 
proposes to assess a penalty in 
accordance with this Part, it must 
provide the issuer written notice of its 
intent to assess a penalty, which 
includes the following: 

(1) A description of the requirements 
under this Part that HHS has 
determined the issuer violated. 

(2) A description of the information 
upon which HHS based its 
determination, including the basis for 
determining the number of affected 
individuals and the number of days or 


weeks for which the violations 
occurred. 

(3) The amount of the proposed 
penalty as of the date of the notice. 

(4) Any considerations described in 
§ 158.607 through § 158.610 of this 
subpart that were taken into account in 
determining the amount of the proposed 
penalty. 

(5) A specific statement of the issuer’s 
right to a hearing. 

(6) A statement that failure to request 
a hearing within 30 days after the date 
of the notice permits the assessment of 
the proposed penalty without right of 
appeal in accordance with § 158.615 of 
this subpart. 

(b) Delivery of Notice. This notice 
must be either hand delivered, sent by 
certified mail, return receipt requested, 
or sent by overnight delivery service 
with signature upon delivery required, 

§ 1 58.61 4 Appeal of proposed penalty. 

Any issuer against which HHS has 
assessed a penalty under this Part may 
appeal that penalty in accordance with 
§150.400 etseq. 

§ 156.615 Failure to request a hearing. 

If the issuer does not request a hearing 
within 30 days of the issuance of the 
notice described in § 158.613 of this 
subpart. HHS may assess the proposed 
civil monetary penalty indicated in such 
notice and may impose additional 
penalties as described in § 158.606 of 
this subpart, HHS must notify the issuer 
in writing of any penally that has been 
assessed and of the means by which the 
issuer may satisfy the penalty. The 
issuer has no right to appeal a penalty 
with respect to which it nas not 
requested a hearing in accordance with 
§ 150.405 of this subchapter, unless the 
responsible entity can show good cause, 
as determined at § 150.405(b} of this 
subchapter, for failing to timely exercise 
its right to a hearing. 

Dated; November 18. 2010, 
jay Angoff, 

Director, Office of Consumer Information and 
Insurance Oversight. 

Dated: November 18, 2010. 

Kathleen Sebelius, 

Secretary. 

(FR Doc. 2010-29596 Filed I1-22-TO; 8:45 am] 

BILLING CODE 41»)-03-P 
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HHS Secretary Sebellus' Statement on NAIC Recommendations on Medical Loss Ratio 

HKS Sectary itethteen Sebellus released the following statement today resardln^ the National Association of Insurance 
Commissloiw^ (NAIC) recommendations to HHS on medical loss rado: 

“We thank the NAIC for the recommendations, which the Commissioners finalized today on how best to Implement the 
medical loss ratio policy, which wlii ensure consumers pet the best value for their health care. We racognlze that these 
recommei^datitms are the result of many montte of hard work by the Commissioners and their staff and we commend th«n 
for their open process and their responsible, thoughtful work. 

“These recwnmendatisns are reasonable, achievable for Msurers and will help to ensure insurance premiurns are, for the 
most part, supporting health benefits for consumers. Not only do they ensure consumers receive better value for their health 
care dollar, they recognize special circumstances In different markets to preserve market stability and employee coverage as 
we transition ta the new marketplace in 2014. 

'The next step is for the Departmertt of Health and Human Services to issue a medical loss ratio regulation that wlli provide 
clear guMaiue to stakeholders In the coming weeks- 

*We will work quickly to promulgate this regulation, using the NAIC recommendations as a basis, because we believe these 
new policies will help ensure not only cost savings but higher quality care for consumers. We look forward to working closely 
with NAIC throughout the process.' 


Note: All HHS press releases, fact she^ and other press materials are available at ^ 
Last revised: lanuary 03, 2011 
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Iiisidar Intelligence on health care lefom 



OCIIO shows muscle at 
NAIC... Lobbying 
intensifies on credibility 
adjustments, broker 
fees...HHS releases 
Medicare ad 

budget... Layoffs strike at 
AHIP 

By; SARAH KLIFF' & JENNIFER HABERKORN^ on 
October 20; 201 0 @ 5:05 AM 

DRIVING YOUR (NAIC) DAY - A lobbying dash 
before the 6nal vote on MLR regulation tomorrow. 
Commissioners and their staffs are rushing to 
finalize possible amendments, while lobby groups 
pull out last-ditch efforts on a number of key 
issues, including aggregation, confidence interval 
credibility adjustments and agent commissions, 

. -HHS PARACHUTES IN - Several top HHS officials 
arrived in Orlando Tuesday including OCIIO director 
Jay Angoff, who hinted (In a closed-door meeting 
with commissioners) that he approves of hie NAIC 
process so far, several commissioners tell PULSE. 
'They're comfortable wlUi our process and therefore 
comfortable [with] the recommendation that has 
come forward," NAIC President and West Virginia 
Insurance Commissioner Jane Cline tells PULSE. But 
other commissioners tell us they were frustrated 
Angoff couldn't answer specific questions about the 
regulation or the controversial issues (as the agency , 
has been reluctant to do until NAIC formally hands 
over its work). 

-SPOTTED - Liz Fowler, OCIIO deputy director of 
policy. Sieve Larsen is expected on site today, Karen 
Pollitz spent yesterday with the Consumer 
information Subgroup while Joel Ario held 
individual meetings with commissioners to talk 


Exdhanges, an NAIC source tells PULSE. HHS's 
presence adds a level of Intensity to the hallway 
discussions and the (mre) closed-door meetings 
around what to do with the aggregation and 
credibility issues, among other remaining issues in 
ttie MLR regulation. 

-Angoff refused to speak with PULSE and an HHS 
spokeswoman in Washington declin^f to comment 
on why he came or what he said. 

Good Wednesday morning from the NAIC 

I Mv^isement 
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Conference at the Orlando-area Gaylord Palms, 
where we’ve been quite impressed with the on-ate 
alligators: http;//twitpic.com/2z48ok3 

LYRIC CONTEST - We have received a few Disney 
theme guesses - but guess again, PULSE wouldn’t 
make it that easy! Keep your entries coming to 
skliff@politico.com'‘ and jhaberkorn@politlco.com® 
"I found myself in the riches: your eyes, your lips, 
your hair and Pulse was everywhere.,” 

HHS: $3.3 MILLION TOTAL DROPPED ON ADS - The 
agency estimates it spent about $1 million to 
produce and air each of its three Medicare oper^ 
enrollment ads that discuss health reform’s benefits, 
GAO reported T uesday. The report, a response to a 
House Republicans’ query, also concluded that the 
ads “did not violate the publicity or propaganda 
prohibition,” as had been alleged. 

Kantar Media previously estimated for POLITICO that 
federal agencies had spent about $3 million on ad 
time alone just this month, although their estimate w 
ent up through October 14, whereas the HHS 
estimate cites as a source an October 8 phone 
conversation. GAO Report http://bit.ly/cOkpo1® 

•’ A message from AdvaMed: Medical technology Is 
one of America's most successful home-grown 
industries, supporting over 2 million good paying 
Jobs in small towns and large communities across 
the country, www.lifechanginginnovation.org^ ** 


DISNEY WORLD DISPATCH: MLR LOBBYING 
INTENSIFIES - Insurers, consumer groups and 
others are also stepping up ahead of the vote. 

-^THE MOST CONTROVERSIAL ISSUE FEW 
UNDERSTAND - There is a strong movement afoot to- 
move the confidence interval credibility adjustments 
from 50 percent to 80 percent. Doing so would give 
insurers more latitude to reach the required MLR 
and not have to provide rebates. Commissioners ■ 
who support the idea say insurers will need more 
latitude in the early years of MLR while they’re still 
learning the system. Several commissioners PULSE 
spoke with - including Cline - say they haven't yet 
dedded where they stand on the issue. Othere say 
the ratio is fine where it is and theyTe reluctant to 
overturn the subgroup's earlier work. Milliman’s 
latest report on credibility adjustments httpr/fpoliti. 
co/ak4bJx8 

-NAIC consumer representatives argue that 


moving Ihe credibility figure will “gut” the MLR, “It 
would dramatically reduce the pressure on the 
insurance companies,” Tim dost, an NAiC consumer 
representative and Washington and Lee University 
Law Sdiool professor, tells PULSE. Several of the 
representatives tell PULSE that if the proposal 
passes, they would seriously consider asking HHS 
not to certify the MLR regulation. 

-AGENTS' COMMISSION ISSUE RESURFACES— 
Expect an amendment to remove agents’ 
commissions from the MLR calculation, which the 


Adveftisement 


Did you know... 


Nestlfi employs more 
than 44,0011 people 
in 47 states. 
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agent/broker community has been working on all 
throughout the MLR process. NAiC’s draft says the 
commissions belong in the administrative expense 
category. Agents/brokers don’t want it in the 
calculation at ail. This could be a tough one for 
many commissioners who say that if agents/brokers' 
go out of business - because their commissions 
would decrease - they’re going to get flooded with 
consumers inquiries and requests for help. 

-Aggregation, whether to allow insurers to 
calculate MLR at the national or state level, is still an 
issue as well. If s also likely to come up as an 
amendment on Thursday. 

SBA LIST WONT BACK DOWN - They launched a 
$50,000 radio ad campaign Tuesday attacking Rep. 

Steve Driehaus (D-Ohio) for his complaint witii the 
Ohio Election Commission. “Steve Driehaus doesn't 
want you to know the truth ... but you deserve to hear 
It," the spot alleges. "Steve Driehaus voted for 
taxpayer Hinding of abortion when he cast his vote 
for the health reform bill." The Commission has 
barred. SBA List from erecting billboards claiming 
Driehaus voted to support taxpayer funded abortion 
because of concerns over the veracity of the claim. 

AHIP LAYS OFF - The insurance lobby has let about 
10 percent of its work force go. a move 
characterized by spokesman Robert Zirkelbach as 
"restructuring to meet the new advocacy and policy 
challenges facing our growing membership." 

HHS TO STATES: NO WAIVERS UNTIL MLR IS DONE - 
Angoff told Iowa that HHS won't determine whether 
states can get MLR waivers until after the regulation 
is issued. The letter http://pontl.cofcDqnyJ9 

WHAT WE’RE READING: 

Sen. Judd Gregg (R-N.H.) backs off of repealing 
health reform, the Hill reports. http://bit.ly/9ZkoaY‘'® 


Wendell Potter’s NAtC dispatdi for Hufflngton Post: 
"The insurance industry and other special interests 
are represented here by more than a thousand 
lobbyists. Like us, they are pacing the hallways 
waiting to pounce on the commissioners when they 
emerge from their ‘regulator-to-regulator’ meetings 
that are closed to the public and the media." http: 
//huff.to/bsIScJi^ 

ProPublica kicks off monster series examining 
doctors’ ties to pharmaceutical companies, http: 
//bit.ly/dajTm9^2 


WSJ takes HHS to task for offering waivers to “mini- 
med" plans. httpt/fbit.ly/aTqwSw''^ 

Orlando Sentinel: “Incoming House Speaker Dean 
Cannon of Winter Park has sent out a memo 
criticizing Gov. Charlie Crist’s executive branch 
stewardship as the state starts phasing-in portions 
of the congressional health-care reform that task 
state agencies with enforcing federal mandates." 
http://bit.ly/a1 1 rhk^* 

New website JunketSleuth investigating government 


Advertisement 


Did you know... 


MestlS employs more 
than 44,000 people 
in 47 states. 


hiii .Tinre g;) g; 

CSV.MesilGUSA (.-itfil 



Print Powered By ' 


http://www.politico,com/politicopulse/1010/politicopulse358.html 


2/14/2011 



282 


POLITICO Pulse - POLITICO.com 


Page 4 of 4 


POLITICO 


agency travel ftnds HHS spent S530 million on trips 
between 2005 and 2009 (hat tip: Prates). http;//bit 

iy/9mf1Y3i5 

A message from AdvaMed: A leading exporter of 
life changing innovation, America's medical 
technology companies contribute over $160 billion 
to the U.S. economy. Medical technology companies 
support more than 2 million good paying jobs in 
communities across the country — with salaries 40% 
higher than the national average, Create better 
patient outcomes, good paying jobs and a healthier 
economy. Support life changing innovation through 
policies that encourage continued medical progress 
and patient access to quality care. www. 
lifechanginginnovation.org^ ** 
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A key difference between the two provisions is that employers generally insist on a limited open enrollment 
period during which workers must sign up for coverage for themselves and their families, said Robert 
Zirkelbach, spokesman for America's Health Insurance Plans, the industry’s trade group. 

Federal regulators set no enrollment time limits for children younger than 1 9 to sign up for insurance under 
individual plans. If an uninsured child was diagnosed with a serious illness, the child's parents could sign 
up for insurance at that point — when costs are likely to be highest. That hurts insurers even more when 
parents haven't been paying into the system along the way. 

“There's a powerful incentive to wait until after their children are sick" before signing up, Zirkelbach said. 

Since that means families might tend not buy insurance for healthy children, the pool of insured children 
would probably have an inordinate percentage of those who are sick, said Randy Kammer, BCBSF's vice 
president of regulatory affairs. That would drive up insurance costs for everyone. 

BCBSF still covers all children when families sign up for policies, but has stopped offering the individual 
child policies. Kammer said she has heard that insurers in 29 states have stopped offering kids-only 
policies. Zirkelbach agreed the stoppage is widespread, though he didn't have exact numbers. 


To read the complete article, visit www.miamiherald.com. 


Wine club 




Save 50% off regular home delivery subscription! 
Click here. 


email print Share Twitter like 

Join the discussion 

The Miami Herald is pleased to provide this opportunity to share infoimation, experiences and observations about what's in 
the news. Some of the comments may be reprinted elsewhere in the site or in the newspaper. We encourage lively, open 
debate on the issues of the day, and ask that you refrain from profanity, hate speech, personal comments and remarks that 
are off point Thank you for taking the time to offer your thoughts. 

We have introduced a new commenting system called Disqus for our articles This allows readers the option of signing in 
using their Facebook, Twitter, Disqus or existing MiamiHerald.com username and password. 

Read more about the new commenting system on MiamiHerald.com. 

0 Comments 

ADD NEW COMMENT 

Required: Please login below to comment. 


http://w\w.miamiherald.com/2011/02/08/2056057/as-health“care-law-rolls-out-many.html 2/12/201 1 



285 


Major health insurers to stop offering new child-only policies 


Page 1 of 4 


past 

Major health insurers to stop offering new child- 
only pol icies 


By N.C, Aizenman 

Monday, September 20, 2010; 10:46 PM 

Some of the country’s most prominent health 
insurance companies have decided to stop 
offering new child-only plans, rather than 
comply with rules in the new health-care law 
that will require such plans to start 
accepting children with preexisting medical 
conditions after Sept. 23. 

The companies will continue to cover 
children who already have child-only 
policies. They will also accept children with 
preexisting conditions in new family policies. 

Nonetheless, supporters of the new health- 
care law complain that the change amounts 
to an end run around one of the most prized 
consumer protections. 

"We're just days away from a new era when 
insurance companies must stop denying 
coverage to kids just because they are sick, 
and now some of the biggest changed their 
minds," Ethan Rome, executive director of 
Health Care for America Now, an advocacy 
group, said in a statement. "[It] is immoral, 
and to blame their appalling behavior on the 
new law is patently dishonest." 

Three insurers - WellPoint, Cigna and 
CoventryOne - all cited uncertainty in the 
health insurance market for their decisions. 
That incertitude and the resulting decision of 


other insurers to drop their child-only plans, 
according to WellPoint spokeswoman Kristin 
Biniis, "has created an unlevel competitive 
environment." 

CoventryOne spokesman Matthew D. Eyles 
said that the insurer was facing "unique 
challenges that could undermine our ability 
to offer value and meet our continued 
obligations to existing policyholders.” 

But officials of the Obama administration 
said the move contradicted a letter from the 
leader of one of the insurance industry’s 
most important trade groups after the law's 
adoption in March. Karen Ignagni, president 
of America's Health Insurance Plans, 
expressed support for the law's provisions 
concerning children with preexisting 
conditions and promised to "fitlly comply" 
with them. 
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October 8, 2010 


The Honorable Henry A. Waxman 
Chairman 

House Committee on Energy and Commerce 
2125 Rayburn House Office Building 
Washington, DC 20515 


Dear Chairman Waxman: 
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We write to you today to request a hearing on reports that health insurers will no longer 
provide child-only insurance policies. As reported in Politico, The Hill, and The Washington 
Post^ health plans in at least four states have announced that they are dropping children’s 
coverage before new rules created by the Patient Protection and Affordable Care Act (PPACA) 
forbid ihose insurers from turning down children with pre-existing conditions. We know this is 
an important issue to you. Last week you wrote to Aetna Health of California urging the 
company to “reconsider the unfortunate decision by your company. . .to suspend the sale of child- 
only health insurance policies in California.”' 

We believe that a hearing should address whether the PPACA regulations and 
requirements have made providing this type of insurance too costly and financially unstable. 

The Washington Post reported that insurers have “cited uncertainty in the health insurance 
market for their decisions” that, according to a Wellpoint spokesperson, “has created an unlevel 
competitive environment.” The Vice President of Public Policy at Cigna told Politico, “We 
would love to stay in the market. . . .you can’t have guaranteed issue for this population, and be the 
only one out there. You can’t make it work financially.” 

If industry concerns are true, this is an extremely troubling effect of PP ACA. Through 
PPACA, the Majority may have created market conditions where some of the most vulnerable 
members of our society will no longer be able to obtain private health coverage. While some 
children will still be able to enroll in family plans, the new law seriously limits the options 
available to American families. We must act quickly to learn whether this problem can be 
solved, and we believe a hearing involving all interested parties would enable everyone to 
determine how best to move forward. 
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Letter to the Honorable Henry A. Waxman 
Page 2 


Sadly, it appears this situation might have been preventable. Kansas Insurance 
Commissioner Sandy Praeger, who is Vice Chair of the Health Insurance and Managed Care 
Committee at the National Association of Insurance Commissioners, said: “This is one of those 
issues, had there been a [House-Senate] conference committee, it probably would have been 
worked out.” As you are well aware, there was not a conference committee on PPACA because 
doing so may have jeopardized the Majority’s ability to force its purely partisan bill on the 
American people. 

With every passing day, the damaging effects of the PPACA become more apparent. 
Since passage, the taw has failed to lower costs, resulted in an increased projection for national 
health expenditures, and caused private insurers to announce premium increases. And now we 
learn that the law will make fewer options available to children. Yet, since passage, this 
Committee still has yet to hold a single hearing on the law. We respectfully request that you end 
the Majority’s practice of ignoring the effects of the law and schedule a hearing on this issue as 
soon as possible. Considering that the letter to Aetna was signed by you and four other 
Committee Members, we believe there is ample support for such a hearing. 


Sincerely, 




Micha|PBurgess 
Ranking Member 
Subcommittee on Oversight and Investigations 


cc: The Honorable Henry A. Waxman, Chairman 

The Honorable Frank Pallone, Chairman 
Subcommittee on Health 

The Honorable Bart Stupak, Chairman 
Subcommittee on Oversight and Investigations 
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STATE OF TENNESSEE 

DEPARTMENT OP FINANCE AND ADMINISTRATION 
BENEFITS ADMINISTRATION 
312 Elshih Avtnue NorHi 

Suits 2600 William R Snodgrass Tsnnssssa ToWsr 
Nashuins, Tennasaee 37243 

Davs fiesta Phons (816) 741-4517 or (866)-676-0()2» Lewis Us 

coMMiasiONBt FAX (616) 263-6666 EXEcurtVE mREoroR 


Date: 

To; 

From: 

Regarding; 


Sq)tanber 17, 2010 


tvfr. James Mayhew 


Laurie Le^^MUtive Director, Benefits Administration, Department of 
Finance & Administration, State of Tennessee ' 


State of Tennessee Waiver Request of the Annual Limits Requirement of 
PHS Section 2711 


I. Introduction and Background 

The State of Tennessee seeks a waiver relating to annual limits for grandfathwed healdi 
insurance plans for a state sponsored limited baiefit plan called CoverTN. This waiver is 
sought pursuant to the authority granted the Secretary of Health and Human Services in 
■Section 271 1(a)(2) and the interim final regulations published on June 28, 2010, (codified 
as 26 CFR §54.98 15-27J9T; 29 CFR § 2590.715-2719; and 45 GFR §147.126) and in 
accordance to the guidance provided in the memo dated September 3, 2010, by Mr. Steve 
Larsen, Director, Office of Ovwsight The waiver for the 201 1 plan year (i.e., January 1, 
2011 to December 31, 2011) would also apply to all new CoveiTTJ policies that we 
execute with new members (including but not lunited to spouses of cunent enroUees and 
new employees of participating employers) with an effective date oh or afta: September 
1 , 2010 . 

During the 2006 legislative session of the Tennessee General Assembly, Governor Phil 
Bfedesen proposed and the Tennessee General Assanbly passed Public Chapter 867, 
which created a limited benefit health insurance plan for uninsured working Tennesseans 
called CoverTN. Currently funded at over eighteen million dollars for the State’s 2010- 
2011 fiscal year (July I to June 30), the plan serves approximately twenty thousand 
members.' 

CoverTN’s mission is to provide affordable, basic health insurance for small businesses, 
individuals, the self-employed and the recently unemploy^ that covers the most 
fi-equently used services. The eligibility criteria for the program varies slightly by 
enrollment category, but is generally open to individuals who do not qualify for Medicaid 
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yet earn less than two-hundred and fifty pea^ent of the federal poverty level and who are 
between the ages of 1 9 and 64. Other key features of CovefTN include shared 
responsibility, first dollar coverage (no deductible), and portability. Hie premium costs 
are shared between the state, the employer and the employee-rwith the state paying one- 
tiiird. BlueCross BlueShield of Tennessee, select«i through a <»mpetitive bidding 
process, offers the fully-insured prograni for the state. 

CoverTN has beai a remarkable success with enrollment climbing steadily since its 
inception. The plan is affordable. Monfiily premiums, average less than sixty dollars a 
month for an enrollee with the snployer and the state covering the ranaining two-thirds 
in most instances. The plan is efficient, with a medical loss ratio for 2010 projected at 
87.9%. Retained enrollment has averaged 79%. Most importantly, the plan has jMovided 
most of the coverage that most of the enrollees need, with enrollees hitting the annual 
baiefit limits in strikingly low percentages. 

Based on President Obama’s commitment to permit individuals to keep fiieir hraltii 
insurance coverage if they are satisfied with it, it is our desire to continue to ofier 
CovccTN through December 31, 2013. The program would then cease with the 
introduction of products and funding through the state insurance exchange. 

We have care&Uy reviewed the Patient Protection and Affordable Care Act, the Interim 
Final Rides for Group Health Plans and Health Insurance Coverage Relating to Status 
as a Grandfathered Health Plant and the Interim Final Rules on Preexisting Condition 
Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections. We have 
determined that, working with BlueCross BlueShield of Tennessee, we can meet all of 
the requirements of the law and subsequent regulations witti the excqjtion of the annual 
limits. 

In Par. 5. Section 54.98 i 5-27 1 IT (dX3) of the Interim Final Rules on Preexisting 
Condition Exclusions, Lifetime and Annual Limits, Rescissions, and Patient Protections,. 
a waiver authority is provided to the Secretary of Health and Human Services relatii® to 
anni^ limits “. . .for a group health plan or health insurance coverage that has an annual 
dollar limit on benefits below the restricted annual limits provided under paragraph (d)(1) 
of this section if compliance with paragraph (d)( 1) of this section would result in a 
significmit decrease in access to benefits under foe plan or health insurance coverage or 
would significantly increase premiums for foe plan or health insurance coverage.” 

We believe CoverTN meets both of these criteria. The following section presents foe 
information required for a waiver in your office’s memorandum dated September 3, 
2010, titled Imurance Standards Bulletin Series — INFORMATION on the subject OCHO 
Sub-Regulatory Guidance (OCHO 2010 - 1): Process for Obtaining Waivers of the 
Annual Limits Requirements of PHS Act Section 2711. 


- 2 - 



Required Inforniation 

1. ne terms ofthe plan or policy form^) for which a -waiver is sought. 

Basic eligibility and benefits information follows. Member handbooks for the 201 1 plan 
^ar-are attached. More detailed information can be accessed at: 
http://www.bcbstcom/health-plans/cover-tennessee/coyertn/ 

a. CkjverTN Eligibility 

CoveiTN is desired for uninsured Tennesseans, at least 19-yeats-old, who work for 
qualifying small businesses, are self-employed or work but do not have health insurance. 
In addition, those who have recently become unemployed or had work hours reduced 
may also be eligible. The ^ouse of a CoverTN member may also be eligible for coverage 
under CoverTN. 

Employers 

• Located in Tennessee 

• 50 or fewer full-time equivalent employees 

• 50% of anployees earn $55,000 or less per year 

• Business offers plan to all employees 

• Business must pay at least one-third share of premium 

► Business has not ofiered employer-sponsored insurance in the previous six months or, if 
offered, employer has not paid 50% or more of the employee's premiums* 

Employees at Participating Employes 

• A U.S. citizen or qualified legal alien 
•19-years-old or older 

• Works an average of at least 20 hours per week 

• Has not had health insurance in the previous six months (individual or group coverage)* 

• Must agree to pay one-third of the premium 

Employees at Non-Participating Employers 

• Tennessee resident for six montbs 

• A U.S, citizen or qualified legal alien 

• 19-years-old or older 

• Works an ava-age of 20 hours per week 

• Earns $55,0(M3 or less per year 

• Has not had health insurance in the previous six months (individual or group coverage)* 

• Must agree to pay two-thirds of the premium 

Self-Employed Elieibilitv 

Self-employed individuals are eligible to apply for CoverTN. Self-employed means that 
you are in business for yourself or are an independent contractor and your business does 
not have any employees. Self-employed applicants, to be eligible for CoverTN, must be 
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able to show income from the business equal to at least 20 hours per week at minimum 
wage, or about $6,800 per year. 

•Tennessee resident for six months ' 

• A U.S, citizen or qualified legal aliett 

• 19-years-oid or older 

• Works an average of 20 hours per week 

• Bams $55,000 or less per year in adjusted gross income 

• Has not had health insurance in the previous six months (individual or group coverage)* 

• Must agree to pay two-thirds of the premium 

Tennesseans Between Jobs 

• Worked at least one 20-hour week in the previous six months or had work hours 
reduced to less than 20 hours per wedc 

'• Unemployed in the previous six months 

• Earned $55,000 or less per year 

• Tennessee resident for six months 

• A U.S. citizen or qualified legal alien 

• 19-years-old or older 

• Must agree to pay two-thirds share of the premium 

• Does not currently have health insurance 

Coverage for Soouses 

Spouses of CoverTN participants may be eligible for coverage if they meet the following 
eUgjbility requirements. An employer is not obligated to contribute to the spouse's 
premium and employees must pay whatever portion of the spouse’s premium the 
employer does not cover. An employee must enroll in CoverTN in order for the spouse to 
be eligible. 

• Tennessee resident for six months (exceptions apply) 

• A U.S. citizen or qxialified legal alien 

• 19-years-old or older ' 

• Has not had health insurance in the previous six months 

• Must agree to pay two-thirds share of the premium 

Coverage for Children 

Children of CoverTN participants are not eli^ble for coverage tmder this program but 
may be eligible for coverage through CoverKids, the state’s SCHIP program. 

• Exception to the go-bare requirement may apply 
b. Benefits 

CoverTN is a limited-benefit health plan designed to cover the medical, pharmacy and 
behavioral health services needed by most people. 

Offered by BlueCrossBlueShield of Tennessee, CoverTN allows individuals to choose 
from two different plans — Plan A and Plan B. CoverTN is designed to provide covarage 
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for the most needed services and the plans have no deductible. Members pay low co-pays 
for medical services. 

CoveiTN has a 12-month pre-existing condition waiting period. No benefits will be paid 
for conditions that are pr^ent during the immediate six months prior to enrolling in 
CoverTN for the first 12 months of the policy. After the member has been enrolled in 
Co verTN for 1 2 months, CoverTN will begin covering these conditions. 

CoverTN braiefits include coverage for doctor visits, anergency treatment, inpatient and 
outpatient care, as well as pharmacy coverage. The chart below shows both plan options, 
including co-pays. 


CoverTN members who become pregnant will remain enrolled in CoveiTN but will 
receive maternity benefits and pregnancy-related services through CoverKids 
Health vTNBahies or TennCare, the State’s Medicaid program. 



Plan A 

Plans 

bbsh 

SIS copay 

Up to 12 visits per year 

$20 copay 

Up to 12 visits pw year 

Preventive Care 

100% 

one firee adult physical per year 
one fiee well woman visit per yeM 
(included in the 12 primary care visits 
per-year) 

100% 

one fiee adult physical per ^ar 
one fiee well woman visit per year 
(included in the 12 primary care visits 
per year) 

Preventive Mammogram 

100% 

included with one well woman visit per 
year 

100% 

included with one well woman visit per 
year 

Specialist Visits 

$15 copay; up to five visits per year 

$20 copay, up to six visits per year 

Inpadent 

$100 copay; $10,000 annual maximum 

$100 copay; $15,000 annual maximum 

Emergency 

two viMts per year 

two visits per year 

Outpatient Surgery 

$25 copay; two surgical visits pet year 

$25 copay; two surgical visits per year 

Outpatient Diagnostic 

$25 copay; three non-surgical visits per 
year 

$25 copay; three non-Surgical visits per 
year 

Durable Medical 
Equipment (prosdwtios* 
medical suppit^) 

100% 

$500 annual maximum 

Not covered 

Prescription Drugs 

$10 copay generic 

Quarterly maximum $250 

$8 copay genaic 

Quarterly maximum $75 


$10 brand copay; Does not count 
against the pharmacy maximum 

$10 brand copay; Does not count 
against the pbaimacy maximum 

Diabetic Supplies 
(needles, syringes, ■ 
lancets, alcohol swabs) 

$5 copay 

$5 copay 


* Mast see a primary care physician (PCP) - A PCP includes liitemal Medicine, OB/GVN, Family Practice, 
General Practiee and Nurse I^actitioner. 
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Both plans have a maximum annual benefit limit of $25,000 per year. Individuals who 
reach the annual benefit maximum during the year are respotaible for all expenses , 
exceeding $25,000 until the next plan year begins. Members exceeding Ihe $25,000 
annual benefit maximum will continue to receive network discounts on their medical 
services and presixiption dru^ when they use network providers and pharmacies. 

2. The number of individuals covered by the plan or policy form(s) submitted. 

CoverXN had 20,205 enrollees covered and 20,373 approved for covauge as of 
August 31, 2010. 


3. The annual limit(s) and rates applicable to the plan or policy form(s)suhmitted 

CoverTN, as a limited benefit plan, has a maximum annual benefit limit of 
$25,000 per year. Individuals who reach the annual benefit maximuna during the year are 
responsible for all expenses exceeding $25,000 until the next plan year begins. Members 
exceeding the $25,000 annual benefit maximum continue to receive network discounts on 
their medical services and prescription drugs when they use network providers and 
pharmacies. 

CoverTN’s monthly premiums range firom $I 12.59 to $327.09 with an average 
monthly premium of $176, the cost of which is shared betweai the State of Teimessee, 
the employer, and the enrollees, with the State paying one-third. Premiums are based on 
age, weight, and tobacco use with discounts provided in the latter two categories if the 
enrollee does not use tobacco and their weight is below a BMI of 30. 


4. A brief description of why compliance with the interim final regulations would 

result in a significant decrease in access to benefits for those currently covered by the 
plans or policies, or significant increase in premiums paid by those covered by such 
plans or policies, along with any supporting documentation. 


Given the current level of funding in the State’ s budget, absent a waiver CoverTN 
will have to disenroll some 20,000 Tennesseans at midni^t on December 31, 2010, who 
were not served by the commercial market in Tennessee' prior to their enrollment. It 
seems likely that the majority of these individuals would become uninsured. If CoverTN 
were to change its benefit structure to meet the annual limits specified in the interim final 
rules, we estimate that the monthly premiums would increase 86%. As this group of the 
insured market is highly price-sensitivet this level of increase would rmit in thousands 
of current members dropping coverage. Disenrollment of twenty thousand individuals 
before the state insurance exchange is in place or a huge percentage increase in costs is 
clearly imdesirable. We seek to avoid this outcome with fins waiver request. 


- 6 - 
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5. An attestation, signed by the plan administrator or Chi^ Executive Officer of the 
issuer of the coverage, certifymg 1) that the plan was in force prior to September 23, 

201 0; and 2) that the application of restricted annual limits to such plans or policies 
would result in a significant decrease in access to benefits for those currentfy covered by 
such plans or policies, or a significant increase in premiums paid by those covered by 
such plans or policies. 


Please see enclosed attestation. 

Than]^mrramn|K!|^3^om^ttentjoj^o this mattffl-. Please do not hesitate to contact 
me at should you require any addition infoimation. 
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STATE OF TENNESSEE 

DEPARTMENT OF FINANCE AND ADMINISTRATION 
BENERTS ADMINISTRATION 
31 i Eighth Avwiu* Noith 

Suit* 2300 WIIHam R. Snodgran Tennsscsa Tower 
Naslivlll*, Tenneeseo 37243 

Dave Goetz Phone (615) 741-4617 or (886)-ll78-0029 Laurie Lee 

cosmseioNEn FAX (616) 253-6656 ezEeuTiyEonEeTah 


Date: September 17, 2010 

To: Mr. James Majiiew 

From: Laurie Lee, Executive Director, Benefits Administration, Department of Finance 

& Aininistration, State of Tennessee 

Re; State of Tennessee Waiver Request of the Annual Limits Requirement of PHS 

Section2711, AttestationinResponsetoRequirementNumberS. .. 


1 . This is to certify that CovetTN was in existence with policies in force prior to Sqitember. 
23,2010. 

2. This is to certify that the application of the restricted annual limits specified in the 
Interim Final Rules on Preexisting Condition Exclusions. Lifetime and Annual Limits. 
Rescissions, and Patient Protections to CoveiTN would result in a significant decrease in 
access to benefits for those currently covered by CoverTN. 

3 . 7'his is to certify that a significant increase in premiums would be required for those 
covered by CoverTN without the granting of the requested waiven 


Signed: Date: 

&urie Lee 
Executive Director 
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Department of 
Vw^Illw Insurance 

Ted Slrtckland, Governor 

Mary Jo Hudson, Director 


50 West Town Street 
Third Floor - Suite 300 
Columbus, OH 43215418S 
(614)644-2658 
www.ln5Uranoe.Dhlo.gov 


November 23, 2G 10 
James Maybew., 

Office of Consumer Information and Insurance Oversight 

Office of Oversight 

Room737-F-04 

200 Independence Avanue SW 

Washington, D.C. 20101 

Re: Waiver of Annual Limits Restriction for 2010 
Dear Mr. Mayhew, 

The Ohio Oepartment of Insurance (the Department) hereby respectflrlly requests a waiver of the 
requirements in Section 271 1, of the Patient Protection and Affordable Care Act, (Affordable Care Act) 
which restrict atmual limits to certain set minimum levels for essential health benefits for the policies 
which form its’ HIPAA alternative mechanism. The Department is requesting a waiver for the prescribed 
policy forms created under statutory authority in Ohio Revised Code Section (“R.C.”) 3924.10 et seq. by 
the Ohio Reinsurance Board. These policies, known as Ohio’s Basic and Standard policy forms, are 
required to be offered by all carriers operating in the individual market to insure those who have been 
denied coverage elsewhere, including Federally Eligible Individuals (FEIs) and others who do not meet 
that definition, pursuant to R.C. 3923.58 and R.C. 3923.581, and also pursuant to R. C. Section 3923.122 
as conversion policies offered to FEIs. Carriers and related data concerning these policies are atached. 

The Department has determined that requesting a waiver on behalf of the many insurers in our individual 
market that issue Basic and Standard policies would result in a more organized HIPAA alternative 
mechanism market in Ohio and fewer individual requests for waiver that must be reviewed by HHS. We 
are applying for this waiver because we are coriceraed that Ohioans not be denied access to coverage due 
to the impact on premium that an increase in benefits may bring. At the same time, we support the 
Affordable Care Act goal of requiring policies to include certain minimum benefits to better protect 
consumers, therefore, if granted this waiver for our Basic and Standard plan design, we intend to require 
all of our carriers to offer both the current coverage which does not meet the minimura ^ual limit 
desipi as well as coverage that does meet the Affordable Care Act. In this way, Ohio consumers will have 
a choice of a lower cost policy with a $50,000 annual maximum or a policy with a higher premium and a 
$750,000 annual maximum from each company that offers Basic and Standard policies, whether to 
comply with open enrollment or conversion statutes. 

1 . The tenns of the Basic and Standard policies for which we seek a waiver arc attached. 

2. The number of individuals covered by the policies: a canvass of Obio insurers as of June 20 1 0 
reported that there were 1,286 lives covered by Basic or Standard policies for open emollment. 
For calendar year 2009, Ohio insurers reported 2,519 lives covered by the Basic or Standard 
policy forms or an equivalent coverage for conversion. We estimate 80% of conversion policies 
are statutorily mandated offerings to FEIs. 

3. The annual limit(s): 


Accredited by the National Association of Insurance Commissioners (NAIC) 

Consumer Hotline: 1-800-686-1526 Fraud Hotllae: 1-80Q-686-1S27 OSHIIP Hofflne: 1-800-686-1578 
TDP Line: (614) 644-3745 (Printed in houao) 



James Mayhew 
Novemb«-23,20I0 
Page 2 
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The calendar year maximiun for a Basic plan per insured is $50,000. There are other internal, per 
service maximums for both plans listed on page 2 and 3 of the attachment, including: 

a) Mental, nervous ($2,000 inpatient and $550 ou^afieat); 

b) Organ transplant ($100,000); 

o) Nursing or convalescent home ($5,000); 

d) Outpatient prescription drugs ($2,500). 


Not allowing a blanket waiver for all companies for Basic and Standard Open Enrollment and 
Group Conversion options would lead to an unlevel playing field. Some companies will seek 
waivers while others won’t. Ultimately, adverse selection for some plans will result and 
premiums will inciease even more for toose plans, causing market disruption. 

At this point, most earners have not yet filed for a rate increase. We have approved four filings to 
date which have increase amounts attributable to PPACA mandates quantified. The average 
amounts of increase solely attributable to PPACA for Basic and Standard Open Enrollment for 
the four Clings are as follows; 

Basic: 11.3%' Standard; 7.7% 

Sample monthly premium rates for non-smoker residents in Columbus, OH. for the four carriers 
by Open Enrollment plan type: 


Carrier 

Plan 

Male 

Age 55 

Female 
Age 55 

A 

Basic 

S471 

$509 

B 

Basic 

$697 

$694 

C 

Basic 

$866 

$934 

D 

Basic 

$1,204 

$1,251 

A 

Standard 

$544 

$588 

B 

Standard 

$947 

$944 

C 

Standard 

$1,011 

$1,086 

D 

Standard 

$1,699 

$1,766 


As stated above, we are requesting a waiver because we are concerned that the increase in the 
annual limit will cause a siguificant increase in premium for those covered by the Basic and 
Standard plans which tend to have high premiums already because they are sold on a guaranteed 
issue basis to people with significantly woise titan average health status. These policies are also 
used as conversion policies for both FEIs by law and otheis who are eligible for conversion when 
leaving their group health policy. If conversion policy premiums are increased due to PPACA 
requirements, we have the same concern. We believe granting a waiver for Open Enrollment 
without also granting it for conversion would shift enrollmmt from the conversion market and fill 
Open Enrollment quotas. This would result in fewer policies of this type being available to 
persons unable to get basic health insurance coverage by any other means. 



James Mayhew 
November 23, 2010 
Pages 
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4. The below signer certifies and attests that, to Cheir knowledge based on reports by the issuers of 
such Ohio policies: I) 1,286 lives were covered by Basic and Standard Open Enrollment Policies 
and 2,519 lives were covered by Basic and Standard Conversion Policies or an equivalent 
coverage prior to September 23, 2010; and 2) the application of restricted annual limits to such 
policies would result in a signiScant increase in premiums. In addition, the absence of a blanket 
waiver fbr both die open enrollment and conversion use of these Basic and Standard forms would 
likely result in making this coverage unavailable to a number of applicants that would odierwise 
be able to obtain it 


|s matter. Please contact Kathy Melton at | 
f f you have any questions. 


Best regards. 


Mary Jo Hudson 
Director 
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OHIO OPEN ENROLLMEMT ENROILEE DATA 
(PER JUNE 2010 CANVAS OF CARRIERS RE(»flREDTO OFFER OPEN ENROLLMENT COVERAQE). 



rniWPANV NAMF 

mm MIIHH 




fmm 

Aetna Life Ins Co 



American Medical Security Life Ins C 


2 


American Nat! Life Ins Co Of TX 

'■ r’_ ■ ' r " • 1 

1 


American Republic Iris Co 


5 

■Si 

Celtic Ins Co 


1 


Communitv Ins Co 


92 


Companion Life Ins Co 

^feh^r'sJxlSSSsiilffi 

0 



"n n , . _ 

as 

■gg! 

Freedom Life Ins Co Of Amer 


3 


Golden Rule ins Co 

!k-T - . 

2S 


Health Plan the Upper OH Valley In 


5? 


Humana Ins Co 


46 


Independence American ins Co 

'It- 

2 


John Alden Life Ins Co 

T{5(!ISfciJ6sS!a*BIE 

0 

■iWig'l 

l^iser Foundation Health Plan of Ohio 


347 

■ami 

Madison National Life Ins Co 


4 

■HIM 

Mckinlev Life Ins Co 


25 

■EHiga 

Medical Mut Of OH 

.HBonnis 

74 


Mennonite Mut Aid Assn 


3 


Mid West Natl Life Ins Co Of TN 

k;- ■- .-'^11— m" 

0 


ijRwiiatffliiiiflngg— 


0 

KE^ 

Pekin Life Ins Co 


161 


Reserve Natl Ins Co 


0 


Standard Life & Accident Ins Co 


0 


standard Security Life Ins Co Of NY 


4 

■t'KH 

Summa Ins Co Inc 


■HE! 


Time Ins Co 


13 


World Ins Co 

li- 

13 


TOTALS: 

1 481| 80S 
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The following carriers have conversion products filed with ODI but did not report any conversion 
business In the 2009 Ohio Annual Report of Health Insurance Business: 


NAIC 

company NAME 

19720 

American Alt Ins Corp 

wmtm 

American Natl Life ins Co Of TX 

mss 

Coventry Hith & Life Ins Co 


Everence Assn Inc ' 

BBS] 

Everence Ins Co 

HEBl 

Grange Life Ins Co 


independence Amer Ins Co 


Paramount Ins Co 


Principal Life Ins Co 

69078 

Standard Security Life Ins Co Of NY 

10649 

Summa Ins Co Inc 


Summacare Inc 


UnitedHealthcare Ins Co 
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November 1,2010 


Via amall: heaiatlnsumnce0ihs.gov 
and First Class Mail 

HHS, Office of Consumer Information and Insurance Oversight OfBt» of Oversight 

Attenticm James Mayhew 

Room737-F-04 

200 Independence Ave. SW 

Washington, DC 20201 

Re: Waiver Application for the Rice Food Maifcets, Inc Group Health Plan, Part-Time Union 

Cmnlnt/aoe 


Dear Sir: 

We respectfully request a waiver from the, new restricted annual litnit requiremetitsfor the 
Plan. The Plan has a plan year ending on December 31st and Is offered (p part-time union 
emplc^eesof Rice Food Markets, Inc. (the “Company*) for the plan year ending Dumber 
31 . 201 0. The Company intends to continue the Plan for the plan year beginning ,Jani|aDf 1 . 
2011, but on^ if this waiver application is approved. This application Is being sifomlttM rio 
less than 30 days before the beginning of the January 1, 2011 plan year. 

1. The terms of the Plan for which a waiver is sought: 

Please see the attached schedule of benefits for tire Plan. 

2. The number of individuals covered by the Plan: 

There ate currently 36 employees covered by the Plan. 

3. The annual Ilmlt(s) and rates applicable to the Plan: 

The Plan has a $1 5,000 annual limit on the dollar value of all benefits. The anrural required 
contribution for employee-only coverage Is $507.00. Dependent coverage is not offered 
under the Plan. 

4. A brief description of why compliance with the interim final regulatloits would 
result in a significant decrease In access to benefits for those currently covered by 
the Plan,' or significant increase In premiums paid by those covered by the Plan, along 
with any supporting documentation: 

If the Plan's annual limit was increased from $1 5,000 to $750,000 for the plan year beginning 
January 1 , 201 1, and the ofoer benefits under the Plan remained foe same, the cost of foe 
Plan would increase over 1000% In 2011. Due to adverse business conditions, the 
. Company cannot aflbrd to pay this 1000% Increase and cannot reasonably expect part-time, 
union hourly employees who are covered by the Plan to be able to afford to pay a 1000% 
increase in their premiums. Therefore, foe Company would be fcKced to terminate foe Plan If 
this vmiver is not granted for the 201 1 plan year, in that event, the part-time union 
employees covered under foe Plan would lose eligibility for any Company-provided hestifo 
coverage. 


H-Watv« for P-T Union Ees* RNALdoo 



303 


Attention James Mayhew 
November 1, 2010 
Page 2 


In summary, if the restricted atmual limit of $750,000 is applied to the Plan, the Company 
must either (1 ) terminate tte Plan, resuiflng in the total loss of coverage for all covered 
employees or (2) increase employee premiums by 1000%. We thus re^eotfully request that 
you approve this application. 

5. Required attestation: 

As Plan Administrator of the Plan, I hereby certify that (1 ) the Plan was in iforoe prior to 
September 23, 2010 (as well as prior to March 23, 2010) and (2) toe application of restricted 
annual limits to toe Plan would result in a signilicant decrease in access to benefits for those 
currently covered by the Plan, or a significant increase in premiums paid by those covered by 
toe Plan. 



H-Walvsr for P-T Union Ee^ FltiALdoc 
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Littler 

anjitofM k bltt uw SdutfoM 



Utti«r Mtnde!s(^> P.C. 
ttOQ Superior Avenue 
20th Floor 

Cleveland. OH 44114 


January 20, 2011 


Via Express Mail & E-Mail 
Mr. James Mayhew 

HHS, Office of Consumer Information and Insurance Oversight 
Office of Oversight, Room 737-F-04 
200 independence Avenue, SW 
Washington, DC 20201 

Re: Ohio Conference of Teamsters & Industry Health & Welfare Fund/ 

Application for Waiver from the Restricted Annual Limits Set Forth 
in the Interim Final Regulations 

Dear Mr, Mayhew; . 

Enclosed is an Application for Waiver from the Restricted Annual Limits Set Forth in the 
Interim Final Regulations and an Attestation Form for the Ohio Conference of 
T eamsters & Industry Health & Welfare Fund. 

if there are any questions or if I can be of assistance to obtain favorable approval of the 
application, please call. 

Very truly yours, 

('■f 

Neal B. Wainblat 

NBW/em 

Enclosures 

oo: Ohio Conference of Teamsters & 

Industry Health & Welfare Fund 


NMlB-WalnWat 



FImiwld«:99750a*5.1 05804t.1000 


littlenajm 
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Appllcatigg:) fdr $ V^aiVer From RftstrMM AnBilal Uotifk 
Sat Jn tht In^iih. Ffrtfii Rsfuiatfaps • 

This appiiGation Jneludes informafloft iri’re^ofisa fo the flya poiftta GUtlrted in ifle' 

September 3.;2D1 0 Insurartce Standards Saltetin -- Prdqast fer Oblaiiilni Vtelvers of the 

Annual Limits RequiretfieFifa of PHS Act $ecti6ri217‘?'i , ■; 4- ' J ■ ’ 

1. ■ Th.e tenfT!Sof thep(ah orpol!eyfdrms(5)f6TWiichawaiver isSo(jght. • • . 

“ - ■ "A’Suffifhlty' 'a'wpiv§rjs:fgi[aii5#?f ;• " ■ 
With ‘ the ilteilme 'maidnium. the requ!r^>nnuai il^^^^ ■ 

appfpval, nUralter gf itetired Or total hnU pe’ilharientiy diqafeiedCfhenibets v 
. odvSrPdby ^aoh beheflt RiSn, the'teOnthVpafticipant corttrfh'gtiori ra®, fhh 
renewal monthly particlpdfit oohtnbijtidrt . rate, the. monthly pafti#afit 
. oontrlNtion tats (if the $750, OOt) .annuel limit was- afppHSd)i and. the. 

pereentaQe Increase (If the $750,000 ‘ annual limit was 'applied), , ii 
. enclosed. 

2. the number of Individuals covered by the plan or policy fOrms(s} submitted. 

The numbeV of retirees or totals add perfhanehtly disabled .membeis 
covered by each plan or- policy foittt(s). submittati is ehciOsed on the 
Summary list. 

3. ■' The annual..|imit(s) and rates appljcabie to the plan of policy fqtmsfsj dubinftt^. ; 

thi fifetirhe maidmurn appeaVs ln the. summary list, the annual maximum 
effeotlya.Maroh 1, .?0li Will equal thee2jstifig.|lfetlmf .ma^dhlum .set 
■ on'.tffe ertclpsed autrimliV hM.* The percentage ob'st Itj IhcfeasU' jff. 

^ mernher cost neededito pay tor. an-.inctease ih the annuairlimtlrfforTriisf; ~ 
existing .amount to $760,000 If this yiaivUr request is npt .approved Is bet , • 
forth on the ehcldsed'sym'maty list." - . ■ 

4. A brief' descrlptton of ,vvhy .compliance With 1he Ihterim flriil. regulations Would 
result In a. slgniflba'nt decrease in. abCess tp benefits for those ouitenfly, covered 
by su'Oh .plans- or peiicies; o,r,'8lgrt1flpant Increase in piprhiurjjS' pdlp by those 
covered by such ptenSpr policies, along with any supp6rtihg.ascurne’nta1lon. ’ 

,’theM^und js.a moltlem'ployer health and:Wfare fund .prpyiditfg blnefit 
Mverage to. entplgyses .Worklrtg- -primarily in the, Warehouse or. 

• transportktioh retail industry. The benefit plan's fOf retirees or totally arjd 
permanently disabled .'members provide access to ccmprehetisive benefit 
coverage, -the active employee plans have been designed to be pard. by 
employer contributions with- small or no employee contibuttehs. This 
' . allows coverage to be provided to a high pOFeentage of regular partloipant 
employees in the bargaining unit. No waiver Is b'elhg repuested this year 
for the active empioylss plans; ' . . ■ 
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The Board of trusttfel ;i5te|ehtly' benefit cdyer^'ge' to 

retirees or tritely ^Sfid pi&oliftinptt^ dij^blMWffl'jirbahts at the sitbsldteed 
cost of 5214 per month, As showri on the attached chart, If the waiver of 
the $750,00Q^•ahfiual:‘^Wlt (s hof-grliriTetlr then' tifjb retiree cdrttribction will 
have to Incfease frOih 1^1.4 pdf rfr?^ to either !?JS14 26 or $342.12 per 
month deperici% Dtitthef'feh. that fe a significant increase • ; 

Evea without any cBilti'gea' to the ilfetifne and annual limits other than 
ohanglffd lifeljihe' lirhK#tfeaHhu6t0it>lr4 the fund will be faoina increased 
'*■' — Wenfl^tote 

.and' ald^otiai 6hi|dr4h'u|:t6' ^^: 28 rwi)f efteet^fe M^rch 1, 

■ 2041 ^t’ 0s> :<^tTQ;|h^ ^Wpicye^i tor -employeec who ■ 

eitheTaitea^have Tamibt- cdveTage drwhb .pre'ilihfijtld Hdfcontnbute 

■ cb^mOe- Also, ftgto yiilll |e 

<4iiiytO'n"whdOt lO. -te^ r^ult Ift thertmd 

' paying si|hlfie|iftt%rhore; dot iirlilhwtot'.lfeld 'tofiMKvdlfiijoyers will be 
TeObltod to;5jgh)fidat\tiy ihpf0aie;thbjr-c6n{flB;u|0hsto'to^^ . 

emft|(?y#''^ft|!ui!0h1ftGr|^^rfor tofir#4'WbwM^^ ; ' 

thi^ ecdkeTOfathl- Baafd orTKiOfeSi viilf h4'4d 'to '||.tt'fe^:ffte need for • • 

, • . . in'dfbisMitodtii&utrc# i^MiHatiofirOf ' ' 

; . offeeyiiflttore&Ol 

'A.. ■ i?«qliiito*|i8hlfi#it:iftot§^:;to'th4^^^ 

-prh^iov^- o.ohiriliuHdBS' wy^ ■'^if mafei ®aftotda,bto ■ 

r^iitiHg to 'a ift dtfceps^ tor the iHdiylduito- 

cyt^nfiyGdvetof'by'toeh^rieiiitptoii^^^ ■-. , , ,• . 

'•' . B. FteaQfre;toatth^to.beahtoit^tftih;d^^^ •■ 

.etfiptoyeo- cd'Oaytoohto jomof-poacet rti^uths.. w,heiv:wiii 

r^pit ':to; a significane rfeOte^.Tii a1toeisf^:'ce TO 

■ ■ jhctMdpatoOuitonfiiyei#rt^ • ■ 

5‘. Aft afl^stotiOh,. signed by the',pltoJ,l|litei#atpr' or §hfef:^eduti've 0fntsf Ofifie 

igsuer bfrtftefccwetoit; '(tor^ify^0g^^ tobtiTO-peOe^^ 

Bept^blr 23, MoiaOd 2) thattije-applf^pn; d| roitrlgtOd ,pnnu%imlf5 t^sueh 
' piaft^ er'policjel 'Wotild r^uit ih §^^lflG|hf d0ofSi^4.e Ih acOftlsf to beitoras tor' 
thole ^rten«y.jtoy4Mtf,by3^h Ot: # sstoOtf^ftWHOtoilib-to 

. prefnluftis pOld by thole 'CoyeTed by sdoh'plans or gollcieaJs attooheA • 
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I, Kenneth 4. tootitefeW, am Ghalmnan of ths B.Qard pf Trgstees of tHe Ohio 
Confereijoe of Teamsters & Industry Health & Welfare Fiifid. I am oettKylhg that the ' . 

' '■ ■ ■ "■■b'§fiSf!f'psfraeTOli5seid‘tnihis‘appiic.®mw8re'imfOTC0'-pTt9rto“5epfBmi5erzarZ0i'0’a -• 

that for the feasoiis set forth iri the Application For Waiver, the applidatton of restricted 
annuat limits to Such plans or policies would result jn a significahl decrease In access to • 
benefits for those currently covered by such plans or policies or a significanl increase iri 
premiums paid by tfiose Covered by such plans or policies. 
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December 15, 2010 Jajnhn.J»iir<‘. 

James Mayhew 
HHS 

OflRce of Consumer Information and Insurance Oversight 
Office of Oversight, Room 737-F-04, 200 Independence Ave. SW, 
Washington, DC 20201 



RE: Jamba Juice Request to Waive Annual Limits Requirements of PHS Act Section 271 1 
Dear Mr. hfeyhew: 

This letter serves to respectfully request a waiver from the Annual Limits Requirement of the 
Patient Protection and Affordable Care Act (PPACA) for the Voluntary Benefits Plan (the 
“Plan”) offered to Jamba Juice’s retail Team Members, Team Leader and Training Mentors. 
According to the Department of Health and Human Services September 3, 2010 regulatory 
guidance, we are submitting this application not less than 30 days before the beginning of the 
Plan year that begins on February f, 201 1 . We have also included the following items that 
ate listed as required in any waiver application in the above referenced September 3, 2010 
guidance: 

1. The terms ofthe plan or policy form(s) for which the waiver is sought. 

■ We have attached as Exhibit A the Plan Summary Plan Description which outlines the 
plan. We have attached as Exhibit B a chart that illustrates the benefits for health care 
services received by participants of the Plan. Please note frrat the terms of the plan . 
include benefit maximums. This Plan was put in place to offer a reasonably priced option 
to our low wage earners, and the benefit maximums included in the plan and policy forms 
are essential in order to accomplish this. 

2. The number of individuals covered by the plan or policy form(s) submitted. 

As of September 2010, there are approximately 131 employees enrolled in the plan. 

3. The annual limit(s) and rates applicable to the plan or policy form(s) submitted; 

The annual limits and rates that are applicable to the plan or policy form(s) submitted are 
attached as part of Exhibit B. 

4. , A brief description of why compliance with the interim final regulations wouid result 
in a significant decrease in access to benefits for those currently covered by such 
plans or policies, or significant increase in premiums paid by those covraed by such 
pians or policies, along with any supporting documentation. 

Attached as Exhibit C is Plan data compiled by Milliihan. a nationally-respected actuarial 
consulting firm. Using standard actuarial principles, Milliman’s data' analysis provides 
supporting documeiitatton proving that compliance with PPACA’s annual limits 


'6475 Christie Avenue. Suite 150. Emeryville. CA 94608'* tel 510.596.0100 • fa* 510.653.04B4 • jambajulcc.com 
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JanLhxL Ju icfe . 

requirement would significantly increase the premiums paid by those covered by the plan 

leading to a decrease in access to benefits for those participants. 

A. Significant Increase in Premiums: Milliman estimates dial the cost increase to apply 
the annual limits required'by the PPACA would increase the Plan’s annual medical 
and prescription drug claims by 213,% to 406%. This variance in percentage between 
21 3% to 406% depends bn whether the current plan was modified to remoye all 

' dollar and day limits without providing coverage for additional benefits or if fee 
current plan was replaced with one that provides 100%' of all benefits, without 
exclusions, up to an annual limit of $750,000 per member. An increase in claims by 
between 213% and 406% would correspond to a similar significant increase in the 
premiums required in order for participants to access benefits covered by the Plan. 

B. Decrease in Acoess'to Benefits: An increase in premiums would impose a severe 
financial hardship on the population that purchases the Plan. Based bn an avert^ . 
hourly salary of $?.78 ?md an average work week of 1 8 hours, itean b^assumed the 
average team member’s salary is $8,218.08 a-year. Specifically, a team member’s . 
premium would go up annually as demonstrated in thf following table: 


Premier 


Premier 


Premier Phis 


Premier Plus 



lUiulJllVIt 

lEsgsaasEtEi 


$92S.8S 


$1,578.48 
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j f fiwhelan 

I j Jsecurity 


September 21, 2010 


Departrnem of Health and HuiMn Services 

Office of Consumer Information and Insurance Ov«sight, Office of Oversight 
Attention. Jamwi Mayhcw, Room 737-F-04 
200 Ind^endence Avenue SW 
Washin^onDC 20201 

Dear Mr. Nfeyhew, 

Whelan Security Co j^pectfully submits this request for a waiver from annual limit 
restrictioite for Ae $ 1 5,000 major medical insurance plan currently offer^i to our 
employees (United Healthcare Plan 7£I Modified.) This is an annual, calendar year plan 
foat will mnew on January 1 , 201 1 . There are 232 employees coveresd by this plan, The 
annual limit for this plan (per individual covered) is 1 1 5,000. 

Monthly premiums for employee only coverage are shared between.employer and 
employee based on an 80%/20% split The employee’s monthly premium contribution 
fOT each ti«: of coverage for the current plan year is; 

Employee only $65.00 

Employee + spouse $222.28 
Employee + children $291.82 
Family $477.28 

A description of benefits for this plan is attached to this letter. 

The motivation to request the waiver is based on our desire to protect the welfare of our 
employees. Whelan Security is en^ged in the «>ntract security guard industry. Our 
company employs more than 3,000 employees. Our industry is low wage and low 
margin. Health insurance is offered to employees only on contracts where the client 
agrees to pay for the employer share of the imniinn. Wages for employees who work on 
contracts for whom this insurance Is available generally range fiom $7.25 to $ 12.00 per 
hour. For the vast majority of our employees, tlreir employment with our company is 
their sole source for household income. As such, our employees ofien make economic 
decisions regarding the affordability of health insurance relative to their need to provide 
for ottier basic life necessities (e.g. food, shelter, transportation, etc.) Even with the 
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choose to forgo health insurance in favor of o&er basic life necessities. Raising and then 
eventually eliminating the annual limit would certainly make the health insurance 
premiums prohibitively expensive for a significantly greater number of our employees, 
resulting in a far greater percentage of our employees not covered by any healA 
insurance. 

I attest that the plan for which this waiver is requested was in force prior to September 
23, 201 0. Given the statements made in the previous paragraph, absent approval of a 
waiver, our employees would suffer from an increase in premiums that would result from 
the raising and then eventually the elimination of annual limits. 

I would be hqjpy to discuss this with you in greater detml. Please advise if you have any 
question or comments. My contact information is shown below. I look forward to 
receiving your decision. 


Respectfully, 



Michael D. Easier 

Senior Vice President & Chief Financial Officer 
Whelan Security Co. 



Attachment 
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Vour ioca! leader in nursing 
and'reftabiiiiation services. 


6937Waitfie]dAve 
Sykes«n0,MD 21784 


VialFeiMx Overnight loid 

SirntB (-withoa attachmenfs) 1iRBlttilmiiiance@lihs.gov 

HHS Office of ConsuMei Bformation and Insurance Oversight, 
Office of Oversight, 

Attentioii James Mayhew 
RQO!n737-F-04, 

200 Independence AveS. SW 
Waabington. DC 20201 

October 19, 2010 


SEi AjipUcation for Waiver of PHS Act § 2711 Reshicted Annual Limits 
Dear Secretary Sebelius, 

Nexion Health respectfidly submits this applicadott for waiver of the restricted annua! liihit 
provisions of the interim final regulations of June 28, 2010, as applies to the hidenmity Plan it 
offers its employees. This waiver regnest is the plan year coDimenoing November 1, 2010. 

This application for waiver contains the information requiied by the Ihsufance S todards Bulletin 
issued by the Office of Oversight on September 3, 201 0. 

1) The terms of (he plan or policy form(s)fin-which a waiver is sought 

A waiver is sought for the Bademnity Plan oSered by Nexion Health, Inc. to its employees and 
their feniilies (“the Plaa"). The &!1 terms of fce Plan are detailed in the Summaiy Plah 
Description attached to this application at Appendix A 

2) The number of individnals covered by the plan or policy form(s) submitted 

As of the end of August 2010, 1449 individuals were covered by the Plan., 1033 employees 
participated in the Plan. Of these, 794 maintained coverage just Jbr themselves, 80 maintaiiied 
eoverage for themselves and a spouse, 107 argiloyees maintained coverage for fheraselves and 
one ormoie children, and 52 maintained coverage for themselves and some other family 
member. 


Region 

Nexion Health 
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3) The aiiiinaliimit{s) and'rates applicable to the plan or polity fDnii(s} sabn^ed 

The annual limits and rates appEcable to fee Plan are detailed in die Sununaty Plan Desonption 
(SPP) atiaohed to fluS application at Appendix A. Benefits described in the SPD fall into die 
following cate^ries: 

a) Physician’s office visit including mental health providers 

b) Wellness benefit 

c) Di^ostic X-ray and lab benefit 

d) Accident expense benefit 

e) In-ho^it^ heneflt, inelnding mental and substance disca-deis 

f) Maximum number Of days 

g) Axre^esia 

h) Outpatient surgeiy 

4) A brief description of why coinpliasce Wi& the interim final regulations would result in 
a significant decrease in access to benefits for those cnrrenfiy covered by sttch plans or 
policies, or significant increase in preuiiums paid by those covered by such plaiis or 
policies, along with any supporting documentation 

Nexion offers this “mini-med” plan in order to offer all its employees at least some protection 
ftoin the potentially crippling cost of health care. A broad variety of employees and their famili.es 
depend upon this Plan for access to medical care. Without a waiver for this Plan, these 
indhdduals will be unable to receive coverage, since not only are they ineliglMe for the PPO 
plans offered to salaried employees, the cost of these PPO offerings is often beyond flieir 
financial means. 

The individuals who benefit fiomflus Indemnify Plan are primarily certified ntirse assistants 
(CNAs) and ^Ir ftunilies. Some other special!^ and other low-wage, hourly employees braefit 
ftom the Plan’s offerings. 

The new requirements that the Affordable Qao Act imposes upon the Plan increase die cost of 
operating the Plan, “ffie employer will be absorbing some of these increased costs. Without a 
grant of this requested wMver, hs costs would increase by more than t«i (10) percent. Even wilh 
the grant of this requested waiver, the employer will be absorbing an increased buideai because 
its costs will increase to meet other mandates and requirements. 

However, the Plan is available to workers within a nursing home setting. The nursing homes’ 
primary source of leyenue is Medicaid reimbursement, with some Medioart^ and little private 
pay. The employer therefore has no real abllify to increase prices to pay for the fhli cost of die 
expansive benefit xequiremeafs imposed by PBS Act § 2711, so increased costs must also be 
borne byPian enrollees. ■ 

Bven if Nexion is p;anted a waiver of the restricted amniEl limit requirement for die Plan, 
premiums will have to increase by more than twelve (12) percent in order for the Plan to be 
compliant with other new requirements. Without a waver, premiums would have to increase 
approximately sixteen (16) percent That is, coKq)llS“C® Ihe restricted annual limit 

provisions of die interim final regulations, “would significantly increase premiums.” 
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Apprccdmately fifteen (15) percent of .the 1033 low-wage employees who are currently raaolled 
in to Plffli would simply not he able to afford these increased premiums, and would not renew 
their enrollment for feis- coming year. The denial of this watver applioation would therefore 
“result in a significant decrease in access to benefits” for employees and their families as of 
November 1 , 2010, as toy are priced out of the market. 

5) Platt administrator or corporate officer attestation 

By my signature at to end of this appiicaflon, I, Michael A. Newton, , £n my capacity as Vice 
President of Human, Resources for Nexibn HeaWi, do certify Ciat: 

1 . The changes made to the Plan for to plan year beginning on November 1, 2010 do not cause 
. the Plan to lose its 'Grandfathered’ status, as set forth in Interim Final Rules published on 

June 17, 2010 at 75 Fed. Reg. 1 16, 34338. Applyingthe requhements of those Rules, to 
Plan was in force prior to September 23, 2010; and ' 

2. The ^plication of restricted 'annual limits to to Plan would result in a significant decrease in 
aocessto’benefits for those currentiy covered by the Plan, or a sigpiffcant increase in ■ 
premiums paid by those covered by the Plan. 

The information provided above deraonstrates that to coverage provided by Nexion’s Indemnify 
Plan meets to criteria for waiver of to restricted annual liniify generally imposed for policy , 
years beginning on or after September 23j 2010 and prior to January 1, 2014. 

Therefore, and in order to ensure continued access to health benefits for its employees and toir 
femilies, Nexion respectfully requests that this ^plication for waiver be granted. 

Sincerely, 



Michael A, Newton 

Vice President of Human Resouroes 


3 
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SNOWMASS ASPEN MOUNTAIK ASPEN HISHIANDS BUTTERSIIK 

Aic'd f/jl^/yo 

^bjfy 

Date: September 2(1 2010 

To: HHS, Office of Consumer Information and Insurance Oversight 

Office of Oversight 
Room737-F-04 
200 Independence Ave SW 
Washington, DC 80201 

Cc: Via email to: h6aithinsurancefilhhs.eav (subject line “waiver"! 

From: Kim Terry, Director of Compensation and Benefits 

and ERISA Plan Administrator for Aspen Skiing Company 

Re: PHSA Sec 2711-2011 Plan Year Waiver AppHcitiOn 

Pursuantto OCIlO's 9/3/2010 memorandum on this subject. Aspen Skiing Company (ASC) . 
fhttD://vOTvw.asDensnowmass.com/. ) hereby requests a waiver be granted for its Silver and Bronte 
medical plans. Both plans indude limited calendar and Kfetime limits that allow them to provide 
valuable coverage at an affordable cost. ASC also offers a Gold Plan for which seasonal and non-full . 
time enployees are not eligible. A waiver Is not being requested for the Gold Plan. ASCs Medical Plans 
are self Insured and funded via both employer and employee contributions and operates on a Calendar 
Year basis. 

Aspen Skiing Company Is a Colorado based resort employing approximately BOO full and part time 
benefit eligible employees In the Summer season and 2600 In the Winter season In a wide variety of 
seasonal and year round positions in It's Hotel, Restaurant, Skiing and related operations. 

The Silver and Bronze plans have been offered since 2000 and are specifically designed to meet the basic 
healthcare needs of the seasonal and part time young and mobile segments of our work force at an 
affordable cost to employees and the company. Please refer to attached Plan and rate information. 
Approximately 340 employees were enrolled during March 2010. 

Compliance with PPACA requirements would cause the cost of the Silver and Bronze Plans ta increase 
substantially whidi, especially In these very difficult economic In our Inihistry, would render the plans 
unaffordable to both employees and ASC and require they be terminated. 
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We do, therefore, respectfully request a waiver be granted from the applicable section of this legislation 
for the plan year banning 1/1/20U. Please contact me directly via email at 
[|||[||||||[|||||||||||^^ any additional information you may require. We would appreciate 

your prompt response to this request and would appreciate confirmation that you've request this 
request and an estimated date by which we might expect a reply. 


Sespectfuliy 
Kim Terry 

Director of Compensation and Benefits 


ATTCSTATION 


i hereby certify that 

1. The Silver and Bronze Plans were In force prior to September 23, MIO and, 

2. The application of restricted annual limits to such plans would result In a slgnitont decrease in 
acc^s to benefits for those currently covered by such plans or a significant increase in 
premiu ms paid by those covered by such plans; 


Signed By: Kim Terry Signature 


Title: Director of Compensation & Benefits 
Dated: 9/20/10 



Attachments: 

2010 Plan Year- Gold/Sllver/Bronze Medical Plan Eligibility 
2010 Plan Year- Oold/Siiver/Biqnze Medical Benefits Suminaty 
Summary of 2010 Participant Pay deductions {required contributions) 
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Septembw 16, 2010 
Mr. James Mayhew 

Office of Consumer Information and Insurance Oversi^t 

Department of Health and Human Services 

200 Independence Avenue, SW 

Room 737-F-04 

Washington, DC 20201 

Re: Waiver Application Requests - Annual Limits Requirements of PHS Act 
Section 2711 

QK/DRD Policy Forms #358571 
Dear Mr. Mayhew: 

Public Health Service Act ("PHSA”) § 271 l(aX2), as added by the Patient Protection and 
Affordable Care Act ("PPACA”), provides 4at effective for plan years beginning on or 
after September 23, 2010, a group health plan may not impose annual limits on the dollar 
value of essential benefits, except as permitted by the Secretary of Health and Human 
Services (“HHS”) for plan years beginning prior to January 1, 2014. 

Pursuant to the authority granted to the Secretary under Section 2711(a)(2)- of the PHS 
Act, the interim final regulations published on June 28, 2010 (codified at 26 CFR § 
54.9815-2719T; 29 CFR § 2590.715-2719; and 45 CFR § 147.126) provide that the . 
Secretary may establish a program under which the requirements relating to annual limits 
may be waived for a group health plan that has an annual dollar limit if compliance with 
diose requirements "would result in a significant decrease in access to benefits under the. 
plan or health insurance coverage or -would significantly increase premiums for the plan 
or health insurance coverage.” On September 3, 2010, OCIIO Sub-Regulatory Guidance 
(OCnO 2010 — 1): Process for Obtaining Waivers of the Annual Limits Requirements of 
PHS Act Section 2711 was issued. This -waiver application is being filed pursuant to this 
guidance. 
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REQUEST FOR WAIVER OF THE ANNUAL LIMITS 
REQUIREMENTS OF PHS ACT SECTION 2711 WITH RESPECT 
TO: QK/DRD #358571 


1. Terms of the policy form(s) for which a waiver is sought 

The QK/DRD erisa self fimded basic plan is desired to allow hourly employees the 
ability to participate in a open access (no referrals needed) PPO major medical plan, 
covering primary and specialist doctor visits at a co pay level, in/outpatient facility viats 
at a 80% level. All CIGNA’s . nationwide participating providers are available with this 
plan including the Mayo Clinic. Prior to the introduction of the QK/DRD the hourly basic 
plan, the hourly einployees could NOT afford Qk/DRD, s traditional high limit PPO 
major medical coverage’s. 


2. Number of individuals covered by the plan submitted. 
Approximately 65 individuals are covered currently under the plan. 

3. Annual limits) and rates applicable to the plan submitted. 


Benefit Limits 

Benefits Offered 

Doctor Office Visits* 

DOES NOT apply to OP 
Maximum 

$15.00 Co-Paynient/no deductible 

Outpatient Care 

$500 Calendar year Deductible 

80% Co-Insurance 
$3000 annual maximum 

Inpatient C^ 

80% Co-bsurance 
$3000 Annual Maximum 

. Add’l In-Hospital Surgery 

80% Co-Insurance 
$3000 Annual Maximum 

Add’l Matecnity Benefit 

80% Co-Insurance 
$3000 Annual Maximum 

Wellness Benefit/ 

Preventative Care 

None ' 

Pharmacy 

Cigna discount card 

Injury/Aocident 


Life and Accidental Eteath 
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QK/DRD is a Denny’s restaurant Franchisee, operating in 6 states, 75 Denny’s 
r^tauranis 

The Ifrs would literally eliminate the Houriy from participating in any Healthcare 
benefits due to tihe 750% increase in monthly costs. Prior to the introduction (10-1-2005) 
of the QK/DRD limited benefit plan, only 4 hourly employees nationwide participated in 
Qk/DRD, s major medical plans. Today we have 65 participating hourly employees. 

The interim final regulations state that for plan years beginning on or after September 23, 
2010, but before September 23, 2011, the restricted annual limits on the, dollar value of 
essential benrfits cannot be lower than $750,000. 

The estimated monthly cost increase for the plan was it to comply with the restricted 
annual limit of $750,000 would be $39,000 per month. This represents a inonthly 
premium increase of 750%. This would generate a significant increase in the cost for 
individuals covered by the plan, prohibiting the hourly employees from purchasing health 
benefits 


5. Attestation 

Attestation of the plan administrator is attached. 
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ATTESTATION OF 
Thomas Beal/BEAL BENEFITS 


I hereby certify the following: 

1. I am the designated Plan Administrator for QK/DRD #358571 

2. The plan has been offered to employees of QK/DRD prior to September 23, 
2010 ; 

3. The applicstiMi of the restricted annual limits as specified in the interim final 
regulations published on June 28, 2010 (codified as 26 CFR 54.9815-2719T; 29 
CFR 2590.71-2719; and 45 CFR 147.126) to the Plan would result in both a 
significant increase in premiums pmd by those currently covered under the Plan 
and a significant decrease in access to benefits for those currently covered under 
the Plan. 


Attested to by : 

Date; September 16*, 2010 
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JOHNSON & TOWERS 


□ 

MT.tAima 
2021 Driggs Road 
Mt. Uurel, NJ 080S4 
856-234-6890 
,856-222-2414 Fax 
856-234'3570 Parts 


□ 

BALTIMORE 
^ Wlbon Poirrt Road 
Baltimore, MD 21220 
410'e87-Q’50Q 
410-687-5137 Fax 
800-479-3677 Parts Fax 


□ 

EGG HARBOR TOWNSHIP 
2701 Ffre Road 

igg Harbor Township, NJ (^34 
609-272-1415 
609-272-1 S68 Fax 


wwwJ(^nsonTawers.cotn 


Authoripeti C^^HiutorFor . 



nCTROIT PIBS6L 
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December 22, 2010 

Department of Health and Human Services 
Office of Consumer Information and insurance Oversight 
Room 737-F-04 
. 200 independence Ave. SW 
Washington, DC 20201 

Attn. James Mayhew 

Dear Mr. Mayhew, 

I am writing to you to apply for a waiver of the annual limit requirements for our 
healthcare plan. Below are 5 factors for your consideration when reviewing our 
application for a waiver. 

• Based on Cost Estimates, compliance with the IFR would result ln.a 
significant increase in cost of 68%. 

• Significant increase in costs would result in staff layoffe. Our sales are 
down 30% and profit is next to nothing. We have 165 employees and if 
the cap goes away we will have to lay off 10% of our work force. 

• Reduced staff would impede on service model. We would not be able to 
service our customers and that Is the only reason they come to Johnson 
& Towers. 

• Decrease In sales/profit margins due to economic downturn. Johnson a 
Towers has had profit margins eroding beginning In 2tX)8. If we lost the 
cap of our prescription plan it would force us to close 2 locattons. 

• In the Collective Bargained Agreements (OPEIU, Local 32 & Teamsters, 
Local 311) this benefit was agreed and compensation was structured 
accordingly. Adding this cost would result In renegotiating a new 
contract which has legal costs above what has already been spent to 
achieve a contract. Failure to reach an agreement could have further 
implications for a strike or shut down by all parties. 

Thank you for your consideration In this matter. 


Very Truly Yours, 



President 
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ATLANTA PLUMBERS & STEAMFITTERS 
FRINGE BENEFIT FUNDS 


Administered by Souftem Benefit Administrators, Incorporated 


3835 Presidential Pfcwy« Suite 123 
Atlanta, Georgia 30340 

Telephone (770) 455-3802 Tbll Free (800) 382-6926 
1^(770)455-6845 



Date November 9, 2010 


Healfli md Kiman Sorviees 


OfSee ofOveraeIit~ ATTN: Janies Mahew 
Room737-M4 


200 Endepaidence Aye. SW 
Wa^iiogtnn, D.C 20KI 


Re: AtimlaPluinbms and Steamfitters Health arid Welfare Ptmd 

EM: 58-0625978 

Pmsuant to regubticms pubUaJied on June 28, 2010 the Atlanta Phunbets and Steamfitters BeaUh and Welfiie Pimd is 
applying &r waiver of the restricted ainmal .l^ts. La cen^ance wiOi ^ese provisions we are mrolosing a copy of die 
schedule of benefits wbiidi' reflects die esnenit ben^sfraeiuie. The enrteni Plan has an annual maximum of $250,000, and 
nli&timelunit of $1,000,000. This Plan was in eadstenee nrior to Seotembef 23. 201 0. 

The mecBcal, prescription drugs, dental and visitm benefits provided by this Plan ate mtfiiely a^-Smded, Family coverage 
m ptOThied to en^Ioyees who satis^ fiw efigdbility lequiremaits establish^il by fiu Boaid of Dnist^. The Plan’a cuerait 
el^ibiltbt rules require en^loyecs to baive a total of $66650 empkiyer contribiitions made <» tbeb bdralf each monfii. This 
Plan is a collectively bargained Tali Hatfley Welfhie Fund and rrunuged i^lEnqtloym and &igiloyee Trustees. 

Because of adverse ernployment condifioos, eraployar contribnlions have decreased significantly over fire past several 
mondis. As a result, benefit and odier expenses exc^ errgiioyer contdbufions. As fire enclosed dhart tcfiecis, expenses 
exceeded contributions by $254 pet eligMe per month in 2008, by $94:05 in 2009, and by $13354 during the first nuK 
months of 2010. The Trustees are bcqiefhl the Fnnd’siesetves will help in getting finoughfireseconditians. 

bo order tn conqily with provisioiis of tin Afifoidable Care Aet (ACAX we have seimred stop-loss quotes. Stqi-loss 
«>vetage wilt protect the Fund in the event of catastrophic claims. We ate enclosing a copy of the most competitive quote 
tscrivri. You will note tiK monthly pretnium is $20.04 pec eligible per month. Based on 2,893 eligible engiloyees, tins 
would ineiesse tire Flan’s costs by $^,708 per year, ddtiiou^ tire premium can be redact 1^ having the Flan accept 
additional liabiliw beyond $250,000, the amnial cost is si^tificant 


To mahe adptstineids for this additional cost, the Tlnistees will be firiced to eliminate tim “non-essratiar beneSs and 
increase tite elissbility lequireraeitts to reduce the numbot of eiig^le cniplayees. Cuneat employment conditiais, eadiag 
of tite COBRA subsidy, and the inmeased cost of selfoontributtims, will testrlt in tite. loss of meage fiir a sr^tificaot 
nintfitet of employees and their ftmifies who have bad coverage under tins Plan fitr many years. The hardship bang placed 
on this Plan villultiinately be borne by the enqployees. 


The effective date for tiiis Fund to be in compliance with ACA is January 1, 2011. T aitem rliat tite infbimaticm T have 
. Flease let us kisrw if you treed anything fiittiier in r^ard to this request 



FlanAdnnmsIrator 
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Heating, Piping and Refrigeration 
Medical, Pension and Training Funds 
Steamfltters Local Union 602 Retirement Savings Plan 

S4U PHILADF.tPHlA ROAD, SUITE S BALTIMORE, MARYLAND 21237 
Tclepbont Nnrabm: (800)618-2879 (410)444-3756 Em (4)0) 444-0035 

November 2, 2010 


HHS 

Ol'tlce of Consumer Information and Insurance Oversight 

OiTice of Ovei'sight 

Attention: Jain^ Mayhcw 

Room 737-F-04 

200 lndq>endence Ave, SW 

Washington, DC 2020! 

Re: Waiver Application 

Dear Mr. Mayhew, 

As directed by OCIIO Sub-Reg«!atory Guidance 2010-1, please accept this application on behalf of the Hating,. 
Piping & Refrigeration Medical Fund (“Fund”) fen- waiver of the restricted annual limits requirement of PHS Act Section 
271 1(a)(2), as added by thePPACA. The Fund is a non-grandfathered plan, and its plan year begins on January 1,201 1. 

1. Tenns of the Plan for Which Waiver Is Sought 

Please find ihe Summary Plan Description attached hereto as Aiiachment 1 . 

2. Number of Individuals Covered bv the Plan 

Currently, the Fund covers approximately 9710 individuals eligible for benefits. 

3. Current Annual Limit 

Currently, the Fund has a maximum annual benefit of $250,000 per person. 

4. ComDliance Hardships 

Corapliance witli the Interim final regulations requiring restricted annual limits will pose a hardship on 
participants and beneficiaries. By way of background, the Fund is a .self-insured multiemployer plan comprised of 
craftsmen performing work within the stcamfuicr industry. TTie Fund is funded primarily through contributions made 
pursuant to collective bargaining agreements (“CBAs”) entered into between participating unions and signatory 
employers. 

The CBAs set out an hourly contribution rate per hour worked by each employee. Tlie employers signatory to the 
CBA cotUribute tills suni to the Fund.. The current master CBA setting out the standard contribution rate to the Fund will 
expire in August 2013. Tlie Fund’s Board of Trustees has no direct authority to alter the contribution rate, which is set by 
the bargaining parties. This, the Fund does not have an independent fondlng meclianism that would enable it to increase 
revenue inimedialely through employer contribution when Its expenses increase due to a rise in claims or compliance with 
regulatory changes (e.g., PPACA annual limits requirements). 
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The Board of Tnisiees’ only avenue lo address tevenue shortfalls is to decrease b^iefits. For example, the 
Tmstees have the authority to increase deductibles or c(^yments. Such benefit changes result in cost-shifting lo the 
participants. 

As a result of required PPACA compliance, particulaily the mandates for greatly expanding the annual limits, the 
Fund is now faced with the prospex:! of having to find n^ources to ^y higher benefit (»8ls. The inoreased costs present 
the Board of Trusts with difiicull decisions, all of which may sCTiously - and adveraely - impact the participants. The 
Boaid of Trustees would like lo maintain the current level of benefits. The Board does not wish to reduce bcncfils, and it 
does not view depletion of its reserves as a viable solution. To the contrary, it is a short-term option that could have dire 
consequences for the Fund and its participants if reserves arc deleted to unacceptable levels or if unexpected catastrophic 
claims arise. 

The Fund's consultant has fiirther advbed that, if the Fund is required to raise the current atmuai limit of $250,000 
and adopt a restricted annual limit of $750,000 per participant, the cost to the Fund is ^imated to be $1 ,000,000 for the 
20 1 1 plan year. See Attachment 2. The lota! cost of PPACA compliance for 201 1 is estimated at $2,330,000, including 
preventive care costs of $700,000 and adult cliild coverage costs of $630,000. Blimates on stop loss insurance to cover 
large medical claims are projected to be $1,100,000 per year. Accordingly, the overall intimated cost of PPACA 
compliance, including providing adult child coverage and prev^tive services and obtaining stop loss insurance, would be 
approximately $2,430,000 for the 20 U Plan Year. Attachment 2. The Fund believes that absoibmg this increase will 
be difficult to attain and sustain. 

The Fund’s consultant has opined tliat one way the Fund may pay for these added costs is by cutting benefits. 
The Fund could, for example, increase the participant cost-sharing by more than doubling the calendar year tn-networic 
deduaible - currently set at $2(K) — to $450. See Attachment #2. In addition, the Fund would have to reduce the co- 
insurance amount, currently set at 80®/fl, to 75%. Finally, the Fund would be forced to increase the calendar year out-of- 
pocket maximum, curremly set at $7,000, to $8,000. See Attachment #2. The Fund may also have to consider adju^enta 
on retiree coverage. Currently, the Fund subsidizes a very substantial portion of the cost of retiree benefits, which may 
not be sustainable if the Fund has lo comply with the restricted annual limits requirement. 

A temporary waiver of the PPACA restricted annual limits requirement will give the Fund some additiema! time to 
find new sources of funding, explore additional ways to save costs for both the Fund and its participants, or restructure 
benefils to provide the participants and their dependents with the best plan of benefits possible within the Fund’s financial 
means. 


Please see enclosed Attachtncni 3. 


Thank you for your consldcratkmjfvo^^c any questions or require additional information or documentation, 
please do not hesiti^e to contact me address above. 


sincerely. 



Benems Administration Coiporation. inc. 
Administrator 

By: Joseph R. Swann, CEBS 
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'^SEGAL 

THE ^GAL COMPANY 

1920 N Stre^ NW StJte 400 WasWogtorii DC 2(«3&-1659,- 
T202.8S3.S400 F 202.633.6490 www.se9alco.cotTi 


MEMORANDUM 

To: Boaitj of Trustee 

Heating, & Retir^ierafon Medical Fund 

From: Rem Merritt 

Date: Nov^ber3.2010 

Supi^ementEd Flr^ndial Information for ^inual Dotiar Limit Waiver Certtfication 


Dear Trustees: 

The information that follows provides current, historic^] and projected financial infOTmation with 

mgard to the Furl’s operations for the purpose of tiie Annual Dollar Limit Waiver process: 

1. On a continued fully self-insured basis, we have estimated the overall cost of PPACA 
compliance to be $2,330,000 in 201 1 ($.35 per hour); This is the sum of die estimated cost 
of cover^e for adult chfidren of $630,000 ($.09 pbr hour), the estimated cost of increasing 
the curreot a nn ual maximum of $250,000 to $750,000 of $1,000,000 (SilS per hour) and 
the added cost of providing the preventive care benefits as a non-grandfethered plan of 
$700,000 ($.10 per hour) On a self-funded basis. 

2. If the liability for cl aims between $250,000 and $750,000 wete insured thrptigh tiie , 
purchase of stoi:Hloss in^itoce, wd have wtiimted'tiie ovdM cost of PPACA compliance 
to be $2,430,758 m lOil ($.30 pw- hotir). This is the sum>f die est&ted cost pf coverage 
for adult children of $630,000 ($.09 per houi), die tetimatfe^ aniiM cost of the non- 
gran<lfethered preventive care baiefits of $700,pW ($. 1 0 per hour) and Ihe estimated 
annual coH.qf imfcbasi^ stop-loss insm^ce of ^i>10p,pQ0 ($.16 pwhour). 



Compensafioh and HR ConsuMns offices ttiraVghouttfwUirited^es and Canada 
Rnincfing Merntwr of 8iS Muttnafional Gioup of Cartes ami CorButtants, a gJobtf affiliBton of WidepB^dewfirma 
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Novembers, 2010 
Page 2 


3. The animal limits and latra applicable to the plans submitted. 

The Waiver is being requested for the overall annual medical benefit 



Currrataimual 
maximum offered 
through 12/31/2010 

Requested annual 
maxmmm for which 
waiver is submitted 
Effective 1/1/2011- 
12/31/2011 

Annual medical 
rnaximbm , excluding 
prescription drugs 

$250,000 

• 

$250,000 


4. The pranium equivalents (i.e., rates) for the 2010 and 2011 plan years are as follows: 


Current 

201 1 with no change 

2011 with $750,000 

% Change 

2010 

in Annual Maximum 

Annual Maximum 

over 2010 

$888i>7 

$911.80 

$961.90 

+8.2% 

• Note: ' 

‘‘ftemium rate equivalent” is foe estimated cost of self-insured covorage. It is a 


composite rate, and therefore file rate for individual, individual + child, individual + 
spouse, and fonily coverage are aU the same. 

5. A brief description of virhy conqiliance with the interim final regulations would result in 

a significant decrease in access to benefits for those currently covered by such plans, or 
sipdfioant increase in premiums paid by fiiose covered by such plans, along with any 
supporting documentation. 

The Fund’s con^liance vrith the restricted annual dollar liinits contained in the Interim 
Final Regulations (i.e., increasing the annual limit firom $250,000 to $750,000 fcnr the 
Plan Year commencing January 1, 201 1) would result in a significant decrease in access 
to benefits for current participants for the folloiwing reasons: 

• The addifional cost ass^iatcd wfli the increMe in foe ihaximum annual benefit would 
not be offiet by foe ability to obtain additional employer oontributiohs due to eidstmg. 
collective bargaining agreements. Even if additional employer contributions were 
feasible, foe added costs would be highly burdensome in fids highly corrqjetitive 
industry, which would result in further job losses, and as a result, fewer employees 
working sufficient hours to either obtain or retain benefit eligibiliQ?, 

• Any increases in participant out of pocket expenses (e.g. increase in foe deductible, 
decrease in coinsurance and increase in annual out of pocket maximum) to offiet foe 
cost impact of foe higher annual maximum benefit may cause delayed or foregone 
medical treatment for a significant portion of foe covered population. 
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• To finance the increased costs, the Plan would have to make benefit reductions, 
including a substantial increase in the calendar year deductible for in-netwoik services 
($200 to $450), a reduction in the coinsurance amount (from 80% to 75%) and an 
increase in the calendar year out-of-pocket maximum ($7,000 to $8,000). 


Cc: John Bohman, Esq. 

Joseph Swann 
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From: Andrews, Jane (HHS/OCIIO) 

Sent: Wednesday, December 08, 2010 4:26 PM 
To: Habit, Sandra (HHS/OCIIO) 

Subject: FW; attached spreadsheet and application information 
This is Vestal app 


Jane W. Andrews 

ocuo 

7501 Wisconsin Ave 



INFORMATION NOT RELEASABLE TO THE PUBLIC UNLESS AUTHORIZED BY LAW: 
This information has not been publicly disclosed and may be privileged and confidential. It is for 
internal government use only and must not be disseminated, distributed, or copied to persons not 
authorized to receive the infoimation Unauthorized disclosure may result in prosecution to the Ml 

extent of the law. 


From: Keith Shope|BBHHB^^^IBHii 
Sent: Wednesday, December 08, 2010 2:41 PM 
To: Andrews, Jane (HHS/oaiO) 

Subject: RE: attached spreadsheet and appiication information 
Dear Ms. Andrews. 

Thanks for talking with me this morning and helping me better understand your request. I hope I did 
not take too much of your time, but this is a very serious and important issue for our company. I think it 
is important to note that our company has provided health care benefits to our employees for 40+ 
years. We currently have a self funded plan simply because it has been the most cost effective 
method of providing benefits in health care. As a self funded plan, we pay the claim amounts to BCBS 
of Tennessee every week (the amount is actually ACHed out of our account) and we pay BCBC a TPA 
fee for the handling and processing of alt claims. Therefore, there Is no “middle" man profit or 
insurance company profit to pay. On occasion, I do test the insurance market with fully Insured quotes, 
but In all, cases the cost to insure vs. self funding Is significantly higher.' In self funding however the 
exposure ail falls to the employer. This is where the $400,000 life time max (now an annual max) 
comes into play. The $400,000 maximum was negotiated with the union employees and they have 
chosen other benefits such as additional paid holidays, defined benefit pension plans, additional paid 
vacations, etc instead of an increase to the $400,000 max. This lower max enabled us to operate a self 
Insured plan. At the proposed $750,000 (which will almost double our exposure tor every employee 
and their covered family members) the risk will be too great and in fact would today bankrupt this 
company if a claim of this magnitude was to occur. Our current claims, paid on a monthly basis, will 
range anywhere from $35,946.02 this past February to $186,713.00 for last December. It just depends 
on how many employees have claims and also the seriousness of the claims. Going back to 2005 and 
averaging the claims paid for the past five years through 2009, the average for those years was $1,315, 
757 per year. For the year to date 2010, claims are $885,634 with the month of December to go. It 
appears that this year will be down in total dollar claims paid due to the decreased number of 
employees we have as a result of the economy. Our business is Bed to housing starts and the housing 
market has been devastated for the past two + years. Regarding the additional exposure and our 
inability to pay a daim of that magnitude, we operate our business on a line of credit from a local bank. 
That line is capped at $1 ,800,000. I have a standing LOG that is required from the State of Tennessee 
for $207,000 as financial assurance for an onsite landfill used for our foundry sands. In other words I 
must provide the state with financial assurance that the landfill will be taken care of in the event that we 
are no longer in business. It has a renewal requirement annually and is adjusted every year for 
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inflation. This amount is deducted from our line of credit and thus the amount to operate the busiriess 
is $1,597,000. We cannot exceed that amount. And while we have never exceeded that amount we 
have come close a number of times, and currently the line amount stands at approximately 
$1 ,200,000. This line of credit fluctuates all the time. In other words I have seen the line requirement 
be as low as approximately $650,00 this year and as high as $1,473,000 this year. It is always moving 
based on our sales and our collections and our purchases of raw materials, wages for employees, 
insurance, etc. All our expenses are paid from this line of credit. An all our collections (receivables) for 
our products that we sell go to reduce this line of credit. One $750,000 claim today would exceed the 
available cash fund we have to draw on and effectively put us out of business. Regarding reserves or 
funds, please understand there are no reserves. The claims are simply paid every week as a cost of 
doing business the same as a utility bill or wages or raw material purchases would be paid. The only 
difference Is that for the other expenses we have a general idea of what they will be. Group medical 
claims are different in that we never know what they will be until they are taken out of our account. And 
as I said earlier I have seen this monthly amount be as low as $36K and as high as $187K. Now 
regarding the current contribution amounts for the employees and employer; Our employees pay for 
their Insurance as follows. For single coverage (employee only) the employee pays today $20.90/week 
or $90.56/month or $1 ,086.72/annually for his medical insurance. For this the company pays all his 
claims less deductibles ($750.00 annually) at an 80/20 ratio. The employee has an out of pocket limit 
that if met all claims are then paid at 100%. So if an employee has a $100,000 illness/hospital stay, 
his portion will be $4,750.00 while the company portion will be the balance - $95,250.00. For femily 
coverage (includes spouses and children) the employee cost is today $45.22/week or $195.95/month or 
$2351 .44/year. They have a family deductible of $1500.00 and all claims are then paid at 80/20 until 
the out of pocket limit is met ($6,000.00 for total family). After that all claims are paid at 1 00%. These 
two examples work fcratiy and all claims. If the claims cost were $15,000 instead of $100,000, the 
same deductibles and out of pocket limits apply, the same 80/20 applies and the same 100% applies 
after the annual limit. One last subject I wish to touch on Is the economy and the nature of our 
business. We manufacture residential building products for new home constnjction. As stated earlier 
this market has been devastated for the past two years or more. Our sales have actually declined by 
more than half during this Hme and we have lost money for the past two years. We are hopeful that we 
will make a very small profit this year but it is too early to tell. Increasing the maximum to $760,000 
beginning 1-1-201 1 could have very serious implications for this company and all of our employees. 

Fdr all these reasons I respectfully ask for your consideration and granting of this waiver. If I can 
provide any additional information, please do not hesitate to ask for it. 

Regards, 

Keith E. Shope 
President/CEO 

Vestai Manufacturing Enterprises, inc. 


From: /Andrews, Jane (HHS/OCEIO) [nnaitto:Jane.Andrews@hhs.gov] 
Sent; Wednesdw. December 08. 2010 10:51 AM 


To| 

Cc: Habit, Sandra (HHS/OCllO) 

Subject; attached spreadsheet and application Informab'on 


Dear Applicant:' 

Thank you for your application for the Waiver of the Annual Limits Reqtiiremenfs of the Public Health 
Service Act (PHS Act) Section 2711, In order to expedite your application, please provide the following 
information: 

In your original application you mention contributions going up in 2012 to employees (when the CBA 
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expires), but do you have any current contribution amounts for the employer, employee and total 
contributions for the current year? Also, you mention the serious financial implicatioris in that a claim 
of $750,000 would bankrupt the company. Do you have any information on the fund or reserves to 
support the statement about possible bankruptcy? It is this information that I am lacking at this point 
and to be able to completely process your application. 

Please complete the annual limits spreadsheet, [attached to the email] with the information requested 
above.. Please return the completed spreadsheet to this email address as an attachment. If a cell on the 
spreadsheet does not pertain to your plan, please write “None,” and/or provide an explanation regarding 
why you are unable to complete that particular cell in a separate document 

In order to complete your application, please provide this information by 5:00 pm, December 10, 2010. 
Once this information is received and the application is complete, it will be processed by the Department 
of Health and Human Services (HHS). As stated in our September 3, 2010 Sub-Regulatory Guidance, 
HHS will issue a decision within 30 ^ys of receiving a complete application . You will receive an e- 
mail firom HHS notifying you of the waiver decision. 

Thank you. 


Jane W. Andrews 

ocno 

7501 Wisconsin Ave 



INFORMATION NOT RELEASABLE TO THE PUBLIC UNLESS AUTHORIZED BY LAW: 
This information has not been publicly disclosed and may be privileged and confidehtial. It is for 
internal government use only and must not be disseminated, distributed, or copied to persons not 
authorized to receive the information. Unauthorized disclosure may result in prosecution to the full 

extent of the law. 
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United State House of Representatives 
Energy and Commerce Committee 
Subcommittee on Oversight and Investigations 
Cliff Stearns (R -FL), Chairman 

Re; Hearing - Health Care Issues Involving the Center for Consumer Information and 
Insurance Oversight 

Dear Energy and Commerce Committee Members; 

The Hemophilia Federation of America [HFA) supports many insurance reforms within the 
Affordable Care Act. We work to ensure individuals affected by bleeding disorders have 
access to a healthcare system that provides high-quality, affordable, comprehensive and 
preventative health care services. This is why we are asking you to help maintain the 
private insurance reforms included in the Affordable Care Act, which allows individuals 
with high-cost conditions, such as hemophilia, access to adequate and affordable coverage. 
Past insurance industry practices made it extraordinarily difficult for individuals with 
bleeding disorders to access high quality, affordable coverage. Without these protections, 
insurance coverage will be out of reach for the patients who need it most. Please help us 
the prohibition on lifetime limits on health insurance coverage and the gradual elimination 
of annual limits on health insurance coverage. 

Hemophilia is a rare, chronic bleeding disorder affecting about 20,000 people in the U.S. 
Hemophilia is treated with factor replacement therapy. This therapy involves the 
intravenous infusion of blood clotting products to replace the missing or deficient protein 
needed for the blood to clot. Infusions must be given as soon as possible after the start of 
bleeding. An individual can also take regular doses of factor, as a preventative treatment 
called prophylaxis to prevent debilitating and life-threatening internal bleeding. Clotting 
factor is extremely expensive, for example the average cost of treatment for an individual 
with severe hemophilia can be $300,000 or up to $1 million if an individual develops a 
complication as a result of treatment, surgery, or other trauma. 

With the costs associated with treatment of hemophilia, in the recent past an individual 
could easily reach a lifetime limit imposed by an insurance company and currently can 
reach their annual limit in a very short period of time. These patients and their families 
have to find other ways to pay for medical costs, which involves a combination of paying 
more out-of-pocket, finding new public or private insurance sources - often through 
Medicaid, or cutting back on needed medical care and treatment. The choice of not treating 
a bleeding episode in order to save costs can be a iife threatening or disabling for an 
individual with hemophilia. Each bleed, when not treated, invariably does damage and 
ultimately causes severe chronic pain and disability. 



333 


For example Jenni Dunham of Tennessee, whose husband Chris and son Jacob both have 
von Willebrand disease ( another rare bleeding disorder), the future has gotten “much 
more hopeful" since the passage of the Affordable Care Act, Jenni estimates that Jacob, now 
three, would have reached the lifetime cap on his insurance by the time he was thirteen 
years old. Now she no longer has to worry about that. "I know families with bills $100,000 
a month,” she said. "Luckily it’s not going to work out that way [for us,]" 

Chris is currently covered through his work insurance, but has had no other options, having 
been told multiple times that he was ineligible for private insurance due to his bleeding 
disorder and accompanying health issues. Jacob is covered under Cover Kids, a Tennessee- 
based program for uninsured children, which has cut down on the bills but still has high co- 
pays. "it affects every decision we make, to make sure we have health insurance,” said 
Jenni, who previously had to pay out-of-pocket for every ER visit. To the people who are 
against the health care reform, Jenni simply says "Until they have lived with a chronic 
medical condition... They couldn't appreciate what this means to our family." 

Since Hemophilia is a rare disorder and expensive to treat, it is critically important that 
patients have health insurance coverage that does not restrict to access to health care 
providers that are knowledgeable about the disease and access to effective treatments 
only based on cost concerns. 


Sincerely, 

The Hemophilia Federation of America 


o 



